2020 Regular Session

MEETING DATE:

The Florida Senate

COMMITTEE MEETING EXPANDED AGENDA

HEALTH POLICY
Senator Harrell, Chair
Senator Berman, Vice Chair

Tuesday, January 28, 2020

TIME: 1:30—3:30 p.m.
PLACE: Pat Thomas Committee Room, 412 Knott Building
MEMBERS: Senator Harrell, Chair; Senator Berman, Vice Chair; Senators Baxley, Bean, Book, Cruz, Diaz,
Hooper, Mayfield, and Rouson
BILL DESCRIPTION and
TAB BILL NO. and INTRODUCER SENATE COMMITTEE ACTIONS COMMITTEE ACTION
1 SB 120 Naloxone in Schools; Authorizing a public school to Favorable
Pizzo purchase a supply or enter into an arrangement to Yeas 9 Nays 0

(Identical H 331)

receive a supply of the opioid antagonist naloxone for
a certain purpose; requiring the school district to
adopt a protocol for the administration of naloxone;
providing that a school district and its employees and
agents and the physician who provides the protocol
are not liable for any injury arising from the
administration of the naloxone pursuant to the
protocol, etc.

ED 11/12/2019 Favorable
HP 01/21/2020 Not Considered
HP 01/28/2020 Favorable

RC
2 SB 916 Program of All-Inclusive Care for the Elderly; Favorable
Baxley Authorizing the Agency for Health Care Yeas 10 Nays 0

(Similar H 833)

Administration, in consultation with the Department of
Elderly Affairs, to approve certain applicants to
provide benefits pursuant to the Program of All-
Inclusive Care for the Elderly (PACE); specifying
requirements and procedures for the submission,
publication, review, and initial approval of
applications; requiring prospective PACE
organizations that are granted initial approval to apply
within a certain timeframe for federal approval, etc.

HP 01/21/2020 Not Considered
HP 01/28/2020 Favorable

AHS

AP
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Page 1 of 5



COMMITTEE MEETING EXPANDED AGENDA

Health Policy

Tuesday, January 28, 2020, 1:30—3:30 p.m.

TAB BILL NO. and INTRODUCER

BILL DESCRIPTION and
SENATE COMMITTEE ACTIONS

COMMITTEE ACTION

3 SB 1374
Harrell
(Compare H 665)

Regional Perinatal Intensive Care Centers;
Authorizing the Department of Health to designate
regional perinatal intensive care centers; providing
that designation by the department is required for
participation in the regional perinatal intensive care
centers program; specifying standards that must be
included in department rules relating to the

designation, development, and operation of a regional

perinatal intensive care center; specifying
reimbursement parameters for certain services

provided in a regional perinatal intensive care center

setting, etc.

HP 01/21/2020 Not Considered
HP 01/28/2020 Favorable

Favorable
Yeas 10 Nays O

AHS
AP
4 Review of Florida's Organ Donation and Transplantation System by OPPAGA Presented
5 SB 1516 Organ Transplant Technical Advisory Council; Fav/CS
Harrell Requiring the Agency for Health Care Administration Yeas 9 Nays O

(Compare H 1187)

to establish the Organ Transplant Technical Advisory
Council for a specified purpose; requiring the council

to submit a report to the Governor, the Legislature,

the Secretary of Health Care Administration, and the
State Surgeon General by a specified date; extending
sovereign immunity to council members under certain

circumstances; requiring the agency to amend or
adopt specified rules based on the council’s
recommendations, etc.

HP 01/28/2020 Fav/CS
Ju
RC

6 SB 798
Rouson
(Identical H 563)

Procurement of Human Organs and Tissue;
Prohibiting for-profit entities from procuring certain
human organs and tissue, with certain exceptions;
prohibiting for-profit entities from procuring certain
human organs and tissue, with certain exceptions,
etc.

HP 01/28/2020 Favorable
CJ
RC

Favorable
Yeas 10 Nays O

01282020.1554
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COMMITTEE MEETING EXPANDED AGENDA
Health Policy
Tuesday, January 28, 2020, 1:30—3:30 p.m.

BILL DESCRIPTION and

TAB BILL NO. and INTRODUCER SENATE COMMITTEE ACTIONS COMMITTEE ACTION
7 SB 1556 Nondiscrimination in Organ Transplants; Prohibiting Favorable
Bean certain entities from making certain determinations or Yeas 10 Nays 0
(Identical H 1179) engaging in certain actions related to organ

transplants solely on the basis of an individual’s
disability; specifying an instance where certain
entities may consider an individual’s disability, with an
exception; requiring certain entities to take certain
necessary steps to ensure an individual with a
disability is not denied services, with exceptions;
prohibiting insurers, nonprofit health care service
plans, and health maintenance organizations that
provide coverage for organ transplants from denying
coverage solely on the basis of an individual’s
disability under certain circumstances, etc.

HP 01/28/2020 Favorable

Bl
AP
8 SB 1726 Agency for Health Care Administration; Requiring Fav/CS
Bean birth centers to report certain deaths and stillbirths to Yeas 9 Nays 0
(Compare H 731) the agency; revising provisions requiring the agency

to conduct licensure inspections of nursing homes;
removing the requirement that the agency annually
report to the Governor and the Legislature by a
specified date on the progress of implementation of
electronic prescribing, etc.

HP 01/28/2020 Fav/CS

AHS
AP
9 SB 1742 Home Medical Equipment Providers; Exempting Favorable
Mayfield allopathic, osteopathic, and chiropractic physicians Yeas 8 Nays 0

(Similar H 1183, Compare H 1143)  who sell or rent electrostimulation medical equipment
and supplies in the course of their practice from
certain licensure requirements, etc.

HP 01/28/2020 Favorable
AHS
AP

01282020.1554
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COMMITTEE MEETING EXPANDED AGENDA

Health Policy
Tuesday, January 28, 2020, 1:30—3:30 p.m.

TAB BILL NO. and INTRODUCER

BILL DESCRIPTION and
SENATE COMMITTEE ACTIONS COMMITTEE ACTION

10 SB 926
Harrell
(Compare H 77, CS/CS/CS/H 115,
CS/H 713, H 1143, H 1269, CS/S
66, CS/S 356, CS/S 474, Linked S
928)

Health Care Practitioner Licensure; Establishing that Favorable
a physician licensed under the Interstate Medical Yeas 8 Nays 0
Licensure Compact is deemed to be licensed under

chapter 458; establishing that an osteopathic

physician licensed under the Interstate Medical

Licensure Compact is deemed to be licensed under

chapter 459; deleting a provision classifying the

failure to repay a student loan issued or guaranteed

by the state or federal government in accordance with

the terms of the loan as a failure to perform a

statutory or legal obligation; implementing the

Interstate Medical Licensure Compact in this state,

etc.

HP 01/28/2020 Favorable
AHS
AP

11 SB 928
Harrell
(Similar H 1269, Linked S 926)

Public Records and Meetings/Interstate Medical Fav/CS
Licensure Compact; Providing an exemption from Yeas 8 Nays O
public records requirements for certain information

held by the Department of Health, the Board of

Medicine, or the Board of Osteopathic Medicine,

pursuant to the Interstate Medical Licensure

Compact; providing an exemption from public meeting
requirements for certain meetings or portions of

certain meetings of the Interstate Medical Licensure

Compact Commission; providing for future legislative

review and repeal of the exemptions; providing a

statement of public necessity, etc.

HP 01/28/2020 Fav/CS

GO
RC
12 SB 1676 Direct Care Workers; Requiring a nursing home Temporarily Postponed
Albritton facility that authorizes a registered nurse to delegate

tasks to a certified nursing assistant to ensure that
certain requirements are met; authorizing a certified
nursing assistant to perform tasks delegated by a
registered nurse; authorizing an unlicensed person to
assist with self-administration of certain treatments;
authorizing a home health aide to administer certain
prescription medications under certain conditions, etc.

HP 01/28/2020 Temporarily Postponed
AHS
AP

01282020.1554
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BILL DESCRIPTION and

TAB BILL NO. and INTRODUCER SENATE COMMITTEE ACTIONS COMMITTEE ACTION
13 SB 1344 Intermediate Care Facilities; Requiring certain Favorable
Harrell facilities that have been granted a certificate-of-need Yeas 9 Nays 0
(Similar H 1163) exemption to demonstrate and maintain compliance

with specified criteria; providing an exemption from a
certificate-of-need requirement for certain
intermediate care facilities; prohibiting the Agency for
Health Care Administration from granting an
additional exemption to a facility unless a certain
condition is met, etc.

HP 01/28/2020 Favorable
AHS
AP

Other Related Meeting Documents
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The Florida Senate

BILL ANALYSIS AND FISCAL IMPACT STATEMENT

(This document is based on the provisions contained in the legislation as of the latest date listed below.)

Prepared By: The Professional Staff of the Committee on Health Policy

BILL:

SB 120

INTRODUCER: Senators Pizzo and Book

SUBJECT: Naloxone in Schools
DATE: January 28, 2020 REVISED:
ANALYST STAFF DIRECTOR REFERENCE ACTION
1. Brick Sikes ED Favorable
2. Looke Brown HP Favorable
3. RC
Summary:

SB 120 authorizes a K-12 public school to purchase the opioid antagonist naloxone and allows
trained personnel to administer the drug to a student who overdoses on an opioid. The bill
requires a participating school district to adopt a protocol developed by a licensed physician and
provides liability protections for the physician and school district personnel relating to injuries
arising from naloxone use administered by trained school personnel who comply with the
protocol.

The bill takes effect July 1, 2020.
Present Situation:
Opioid Epidemic

An opioid overdose may cause a person to lose consciousness, stop breathing, and die.! In 2017,
the number of overdose deaths involving opioids was six times higher nationwide than it was in
19992 and, in 2018, opioids killed 3,727 people in Florida.® As a result of the opioid epidemic,
Governor Rick Scott declared Florida to be in a state of emergency.* Subsequent Executive

1 U.S. Food & Drug Administration, Statement From FDA Commissioner Scott Gottlieb, M.D., on Unprecedented New
Efforts to Support Development of Over-The-Counter Naloxone to Help Reduce Opioid Overdose Deaths (Jan. 17, 2019),
available at https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-scott-gottlieb-md-
unprecedented-new-efforts-support-development-over (last visited Jan. 14, 2020).

2 Centers for Disease Control and Prevention, Opioid Overdose (2018), available at
https://www.cdc.gov/drugoverdose/epidemic/index.html (last visited Jan. 14, 2020).

3 Florida Department of Law Enforcement, Medical Examiners Commission, Drugs Identified in Deceased Persons by
Florida Medical Examiners, 2018 Annual Report, available at https://www.fdle.state.fl.ussMEC/Publications-and-
Forms/Documents/Drugs-in-Deceased-Persons/2018-Annual-Drug-Report.aspx (last visited Jan. 14, 2020).

4 Office of the Governor, Executive Order Number 17-146, May 3, 2017 (Opioid Epidemic).
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Orders extended the state of emergency through April 2, 2019.° On April 1, 2019, Governor Ron
DeSantis created a Statewide Task Force on Opioid Abuse to research and assess the nature of
opioid drug abuse in Florida and develop a statewide strategy to identify best practices to combat
the opioid epidemic through education, treatment, prevention, recovery, and law enforcement.®

Naloxone

Background

Naloxone is a well-established essential medicine for the treatment of life-threatening opioid
overdose in emergency medicine.” Naloxone is a safe antidote to a suspected overdose and can
save a life when given in time.® Research shows that when naloxone and overdose education are
available to community members, overdose deaths decrease in those communities.® Laypersons
administering naloxone have a 75 to 100 percent success rate in reversing the effects of an opioid
overdose.*®

Regulation

Naloxone is a derivative of thebaine,'* a Schedule 11 controlled substance in Florida.*?

Schedule 11 substances may only be dispensed with a prescription from a licensed practitioner,
but emergency responders are authorized by law to possess, store, and administer emergency
opioid antagonists as necessary.'* The U.S. Surgeon General developed standards to encourage
the distribution of over-the-counter naloxone.*®

Subject to statutory exceptions, it is illegal for a drug manufacturer or wholesale distributor in
Florida to distribute a prescription drug to a person without a prescription.'® One such statutory
exception authorizes a public school to purchase a supply of epinephrine auto-injectors from a

5 Office of the Governor, Executive Order Number 19-36, February 1, 2019 (Opioid Epidemic Extension).

& Office of the Governor, Executive Order Number 19-97, April 1, 2019 (Establishing the Office of Drug Control and the
Statewide Task Force on Opioid Abuse to Combat Florida’s Substance Abuse Crisis).

" John Strang, et al., Take-Home Naloxone for the Emergency Interim Management of Opioid Overdose: The Public Health
Application of an Emergency Medicine, 79(13) Drugs 1395-1418 (July 27, 2019), available at
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6728289/ (last visited Jan. 14, 2020)

8 U.S. Department of Health and Human Services, Office of the Surgeon General, U.S. Surgeon General’s Advisory on
Naloxone and Opioid Overdose (Apr. 5, 2018), available at https://www.hhs.gov/surgeongeneral/priorities/opioids-and-
addiction/naloxone-advisory/index.html (last visited Jan. 14, 2020).

°1d.

10 Rachael Rzasa Lynn, J. L. Galinkin, Naloxone dosage for opioid reversal: current evidence and clinical implications, 9(1)
Therapeutic Advances in Drug Safety, 63-88 (2018), available at https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5753997/
(last visited Jan. 14, 2020).

11 National Institute of Health, U.S. National Library of Medicine, Naloxone,
https://pubchem.ncbi.nlm.nih.gov/compound/Naloxone (last visited Jan. 14, 2020).

12 Section 893.03(2)(a)l.s., F.S.

13 Section 893.04(1)(f), F.S. “Practitioner” means a physician licensed under ch. 458, a dentist licensed under ch. 466, a
veterinarian licensed under ch. 474, an osteopathic physician licensed under ch. 459, an advanced practice registered nurse
licensed under ch. 464, a naturopath licensed under ch. 462, a certified optometrist licensed under ch. 463, a psychiatric nurse
as defined in s. 394.455, F.S., a podiatric physician licensed under ch. 461, or a physician assistant licensed under ch. 458 or
ch. 459, provided such practitioner holds a valid federal controlled substance registry number. Section 893.02(23), F.S.

14 Section 381.887, F.S.

15 U.S. Food & Drug Administration, supra note 1.

16 Section 499.005(14), F.S.
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wholesale distributor or manufacturer.!’ In addition, a manufacturer or wholesale distributor of

naloxone may sell a prescription drug to:8

e A licensed pharmacist or any person under the licensed pharmacist’s supervision while acting
within the scope of the licensed pharmacist’s practice;

e A licensed practitioner authorized by law to prescribe prescription drugs or any person under
the licensed practitioner’s supervision while acting within the scope of the licensed
practitioner’s practice;

e A qualified person who uses prescription drugs for lawful research, teaching, or testing, and
not for resale;

e A licensed hospital or other institution that procures such drugs for lawful administration or
dispensing by practitioners;

e An officer or employee of a federal, state, or local government; or

e A person that holds a valid permit issued by the Department of Business and Professional
Regulation, which authorizes that person to possess prescription drugs.

Administration

Naloxone may be administered to a person through a vein, through a muscle, or through the nasal
passage.'® Naloxone may cost less than a dollar per unit for a simple vial, to several thousand
dollars for certain intramuscular auto-injectors.?°

ADAPT Pharma, Inc., has produced an FDA-approved naloxone nasal spray called Narcan.?!
The Florida Department of Children and Families, as part of its overdose prevention program,
purchases Narcan at $75 per carton. Each carton contains two doses of Narcan.?? The Narcan
Nasal Spray School Program, offered through ADAPT Pharma, offers up to two cartons of
Narcan to every high school at no cost.?2> New approved naloxone nasal sprays cost between $30
and several hundred dollars per carton.?

School Health

District school board personnel may assist students in the administration of certain medication
and medical services.?> County health departments, district school boards, and local school
health advisory committees jointly develop school health services plans, which must include
provisions for meeting emergency needs at each school.2® Each school must ensure that at least

17 Section 1002.20(3)(i), F.S.

18 Section 499.03(1), F.S.

19 Strang, supra note 7.

2d.

2.

22 Fla. Dep’t of Children and Families, Patterns and Trends of the Opioid Epidemic in Florida, 20 (2018), available at
http://www.floridahealth.gov/statistics-and-data/e-forcse/fl-seow-annual-report-2018.pdf (last visited Jan. 14, 2020).
23 Narcan Nasal Spray, Community Programs, available at https://www.narcan.com/community/education-awareness-and-
training-resources/ (last visited Jan. 14, 2020).

24 Strang, supra note 7.

2 Section 1006.062, F.S.

26 Sections 381.0056(4)(a)12. and 1006.062(6), F.S.
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two school staff members are currently certified by nationally recognized certifying agencies to
provide first aid and cardiopulmonary resuscitation.?’

At least four states enacted bills to expand naloxone access in schools in 2019.%
Il. Effect of Proposed Changes:

SB 120 authorizes a school to purchase a supply of the opioid antagonist naloxone from a
wholesale distributor, or enter into an arrangement with a wholesale distributor or manufacturer
for naloxone at fair-market, free, or reduced prices. A participating school district must adopt a
protocol developed by a licensed physician for the administration of the drug by school
personnel who are trained to recognize an opioid overdose and to administer naloxone. The
school must maintain the naloxone in a secure location on the premises of a participating school.

The bill exempts a school district, its employees and agents, and the physician who provides the
standing protocol, from liability for any injury arising from the use of naloxone so long as the
naloxone is administered by trained school personnel who follow the standing protocol and
whose professional opinion is that the student is having an opioid overdose. The liability
protections apply unless the trained school personnel’s action is willful and wanton and apply
regardless of whether:

e The parents or guardians of the student to whom the naloxone is administered have been
provided notice or have signed a statement acknowledging that the school district is not
liable; or

e Authorization has been given by the student’s parents or guardians or by the student’s
physician, physician’s assistant, or advanced practice registered nurse.

The bill takes effect July 1, 2020.
V. Constitutional Issues:

A. Municipality/County Mandates Restrictions:

None.

B. Public Records/Open Meetings Issues:
None.

C. Trust Funds Restrictions:
None.

27 Fla. Admin. Code R. 64F-6.004.

28 Minnesota, Oregon, South Dakota, and Washington. Alyssa Rafa, Education Commission of the States, Education Policy
Responses to the Opioid Crisis (2019), available at https://www.ecs.org/education-policy-responses-to-the-opioid-crisis/, at
3, (last visited Jan. 14, 2020).




BILL: SB 120 Page 5

D. State Tax or Fee Increases:
None.

E. Other Constitutional Issues:
None.

V. Fiscal Impact Statement:

A. Tax/Fee Issues:
None.

B. Private Sector Impact:
None.

C. Government Sector Impact:

SB 120 may have an indeterminate, negative fiscal impact on school districts. The costs
to school districts depend on whether or not the district decides to purchase the
medication and whether the medication is purchased at fair-market or reduced prices.
ADAPT Pharma will provide two cartons of Narcan nasal spray (four doses) free of
charge to high schools through the Narcan Nasal Spray School Program.?°

VI. Technical Deficiencies:
None.
VII. Related Issues:
None.
VIII. Statutes Affected:

This bill substantially amends section 1002.20 of the Florida Statutes.

IX. Additional Information:

A. Committee Substitute — Statement of Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)
None.

B. Amendments:
None.

29 Supra note 23.
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This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.
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Florida Senate - 2020 SB 120

By Senator Pizzo

38-00009-20 2020120
A bill to be entitled

An act relating to naloxone in schools; amending s.
1002.20, F.S.; authorizing a public school to purchase
a supply or enter into an arrangement to receive a
supply of the opioid antagonist naloxone for a certain
purpose; specifying requirements for the maintenance
of the naloxone; requiring the school district to
adopt a protocol for the administration of naloxone;
providing that a school district and its employees and
agents and the physician who provides the protocol are
not liable for any injury arising from the
administration of the naloxone pursuant to the
protocol; providing exceptions; providing an effective

date.

Be It Enacted by the Legislature of the State of Florida:

Section 1. Paragraph (n) is added to subsection (3) of
section 1002.20, Florida Statutes, to read:

1002.20 K-12 student and parent rights.—Parents of public
school students must receive accurate and timely information
regarding their child’s academic progress and must be informed
of ways they can help their child to succeed in school. K-12
students and their parents are afforded numerous statutory
rights including, but not limited to, the following:

(3) HEALTH ISSUES.—

(n) Naloxone use and supply.—

1. A public school may purchase a supply of the opioid

antagonist naloxone from a wholesale distributor as defined in

Page 1 of 2

words underlined are additions.
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38-00009-20 2020120

s. 499.003 or may enter into an arrangement with a wholesale

distributor or manufacturer as defined in s. 499.003 for

naloxone at fair-market, free, or reduced prices for use in the

event a student has an opioid overdose. The naloxone must be

maintained in a secure location on the public school’s premises.

The participating school district shall adopt a protocol

developed by a licensed physician for the administration of the

drug by school personnel who are trained to recognize an opioid

overdose and to administer naloxone.

2. The school district and its employees and agents and the

physician who provides the standing protocol for school naloxone

are not liable for any injury arising from the use of the drug

if it is administered by trained school personnel who follow the

standing protocol and whose professional opinion is that the

student is having an opioid overdose:

a. Unless the trained school personnel’s action is willful

and wanton;

b. Notwithstanding that the parents or guardians of the

student to whom the naloxone 1s administered have not been

provided notice or have not signed a statement acknowledging

that the school district is not liable; and

c. Regardless of whether authorization has been given by

the student’s parents or guardians or by the student’s

physician, physician’s assistant, or advanced practice

registered nurse.

Section 2. This act shall take effect July 1, 2020.

Page 2 of 2
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The Florida Senate

Committee Agenda Request

To: Senator Gayle Harrell, Chair
Committee on Health Policy

Subject: Committee Agenda Request

Date: January 21, 2020

I respectfully request that SB 120, relating to Naloxone in Schools, be placed on the:
] committee agenda at your earliest possible convenience.

X next committee agenda.

|

h
3

Senatgr Jason W.B. Pizzo
Florida Senate, District 38

File signed original with committee office

$-020 (03/2004)
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The Florida Senate

BILL ANALYSIS AND FISCAL IMPACT STATEMENT

(This document is based on the provisions contained in the legislation as of the latest date listed below.)

Prepared By: The Professional Staff of the Committee on Health Policy

BILL:

SB 916

INTRODUCER:  Senator Baxley

SUBJECT: Program of All-Inclusive Care for the Elderly
DATE: January 27, 2020 REVISED:
ANALYST STAFF DIRECTOR REFERENCE ACTION
1. Kibbey Brown HP Favorable
2. AHS
3. AP
Summary:

SB 916 codifies the Program of All-Inclusive Care for the Elderly (PACE) in s. 430.84, F.S. First
authorized in 1998, the PACE became operational in Miami-Dade County in 2003 but has not
been codified in state law. More than 2,000 Medicaid managed care eligible recipients are
currently enrolled in PACE organizations in seven counties.

The bill establishes a statutory process for the review, approval, and oversight of future and
current PACE organizations. The bill statutorily exempts all PACE organizations from the
requirements of ch. 641, F.S., which regulates health maintenance organizations, prepaid health
clinics, and other health care service programs.

The bill enables a prospective PACE organization to apply to the Agency for Health Care
Administration (AHCA) without first receiving legislative approval specific to that PACE
organization. This may increase the number of PACE applications, resulting in an indeterminate
operational and fiscal impact to the AHCA and the Department of Elder Affairs (DOEA). The
bill also has an indeterminate fiscal impact to the Florida Medicaid Program.

The bill has an effective date of July 1, 2020.
Present Situation:
Program of All-Inclusive Care for the Elderly

The Program of All-Inclusive Care for the Elderly (PACE) is a capitated benefit model
authorized by the federal Balanced Budget Act of 1997 (BBA)? that features a comprehensive
service delivery system and integrated federal Medicare and state Medicaid financing

! Specifically, services under the PACE program are authorized under Section 1905(a)(26) of the Social Security Act.
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mechanism. The model, which was tested through the federal Centers for Medicare & Medicaid
Services (CMS) demonstration projects beginning in the mid-1980s,? was developed to address
the needs of long-term care clients, providers, and payers.

The PACE operates as a three-way agreement between the federal government, the state
administering agency, and a PACE organization. In Florida, the PACE is a Florida Medicaid
long-term care managed care plan option providing comprehensive long-term and acute care
services which support Medicaid and Medicare enrollees who would otherwise qualify for
Medicaid nursing facility services.®

The PACE is a unique federal/state partnership. The BBA established the PACE model of care as
a permanent entity within the Medicare program and enabled states to provide PACE services to
Medicaid beneficiaries as an optional state plan service without a Medicaid waiver.

The federal government established the PACE organization requirements and application
process; however, the state is responsible for oversight of the application process, which includes
reviewing the initial application and providing an on-site readiness review before a PACE
organization can be authorized to serve participants. An approved PACE organization must sign
a contract with the CMS and the state Medicaid agency.

The PACE is administered by the Department of Elder Affairs (DOEA) in consultation with the
Agency for Health Care Administration (AHCA). The DOEA oversees the contracted PACE
organizations but is not a party to the contract between the CMS, the AHCA, and the PACE
organizations.* The DOEA, the AHCA, and the CMS must approve any applications for new
PACE organizations if expansion is authorized by the Legislature through the necessary
appropriation of the state matching funds.

A PACE organization must be part of either a city, county, state, or tribal government; a private

not-for-profit 501(c)(3) organization; or for-profit entity that is primarily engaged in providing

PACE services and must also:

e Have a governing board that includes participant representation;

e Be able to provide the complete service package, regardless of frequency or duration of
services;

e Have a physical site to provide primary care, social services, restorative therapies, personal

care and supportive services, nutritional counseling, recreational therapy, and meals;

Have a defined service area;

Have safeguards against conflicts of interest;

Have a demonstrated fiscal soundness;

Have a formal participant bill of rights; and

2 United States Department of Health and Human Services, Centers for Medicare and Medicaid Services, CMS Manual
System: Pub. 100-11 Programs of All-Inclusive Care for the Elderly (PACE) Manual (issued June 9, 2011), available at
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/pace111c01.pdf (last visited Jan. 14, 2020).
3 Department of Elder Affairs and Agency for Health Care Administration, Program of All-Inclusive Care for the Elderly and
Statewide Medicaid Managed Care Long-term Care Program Comparison Report (January 14, 2014), available at
https://ahca.myflorida.com/Medicaid/recent presentations/PACE_Evaluation 2014.pdf (last visited Jan. 14, 2020).

41d.
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e Have a process to address grievances and appeals.®

Eligibility and Benefits

The PACE participants must be at least 55 years of age, live in the PACE center service area,
meet eligibility requirements for nursing home care, pursuant to a Comprehensive Assessment
and Review for Long-Term Care Services (CARES) pre-admission screening, and be able to live
in a community setting without jeopardizing their health or safety. The PACE becomes the sole
source of services for these Medicare and Medicaid eligible enrollees. Additionally, by electing
to enroll in the PACE, the participant agrees to forgo other options for medical services and
receive all of their services through the PACE organization.®

Under the PACE, an interdisciplinary team consisting of professional and paraprofessional staff
assesses participants’ needs, develops care plans, and delivers all services, including acute care
and nursing facility services when necessary, which are integrated to provide a seamless delivery
model. In most cases, a PACE organization provides social and medical services in a health
center with supplemental services through in-home and referral services as necessary. The PACE
service package must include all Medicare and Medicaid covered services and other services
determined necessary by the multidisciplinary team for the care of the PACE participant.’

Before being approved to operate and deliver services, PACE organizations are required to
provide evidence of the necessary financial capital to deliver the benefits and services, which
include a combined adult day care center and primary care clinic, transportation, and full range
of clinical and support staff with the interdisciplinary team of professionals.®

By federal law, the first three contract years for a PACE organization are considered a trial

period, and the PACE organization is subject to annual reviews to ensure compliance.® The site

visit reviews include:

e A comprehensive assessment of an organization’s fiscal soundness;

e A comprehensive assessment of the organization’s capacity to provide all PACE services to
all enrolled participants;

e A detailed analysis of the PACE organization’s substantial compliance with all the federal
statutory requirements and accompanying federal regulations; and

e Compliance with any other elements the Secretary of the U.S. Department of Health and
Human Services (Secretary) or the state’s administering agency considers necessary and
appropriate.*®

Review of the PACE organization may continue after the trial period by the Secretary or the
administering state agency as appropriate, depending upon the PACE organization’s
performance and compliance with requirements and regulations.

5 Supra note 2.

®1d.
"1d.

8 Supra note 3, at 4.
% See 42 U.S.C. s. 1395eee(e)(4)(A)(2020).

10 4.
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No deductibles, copayments, coinsurance, or other cost-sharing can be charged by a PACE
organization. No other limits relating to amount, duration, or scope of services that might
otherwise apply in Medicaid are permitted.!! The PACE enrollee must accept the PACE center
physician as his or her new Medicare primary care physician, if enrolled in Medicare.'?

Quality of Care Requirements

Each PACE organization is required to develop, implement, maintain, and evaluate an effective

data-driven Quality Assurance and Performance Improvement (QAPI) program. The program

must incorporate all aspects of the PACE organization’s operations, which allows for the

identification of areas that need performance improvement. The organization’s written QAPI

plan must be reviewed by the PACE organization’s governing body at least annually. At a

minimum, the plan should address the following areas:

e Utilization of services in the PACE organization, especially in key services;

e Participant and caregiver satisfaction with services;

e Data collected during patient assessments to determine if individual and organizational-level
outcomes were achieved within a specified time period,;

e Effectiveness and safety of direct and contracted services delivered to participants; and

e Outcomes in the organization’s non-clinical areas.™

Florida PACE

The Florida PACE project was initially authorized in ch. 98-327, Laws of Florida, under the
administration of the DOEA operating in consultation with the AHCA.* Florida’s first PACE
organization, located in Miami-Dade County, began serving enrollees in February 2003 with a
total of 150 slots. Since then, the Legislature has approved additional slots either as part of the
General Appropriations Act (GAA) or general law.

In 2011, the Legislature moved administrative responsibility for the PACE program from the
DOEA to the AHCA as part of the expansion of Medicaid managed care into the Statewide
Medicaid Managed Care (SMMC) program.*® Participation by the PACE in the SMMC program
IS not subject to the procurement requirements or regional plan number limits normally
applicable to SMMC plans. Instead, PACE plans may continue to provide services to individuals
at such levels and enrollment caps as authorized by the GAA.1°

Currently, four PACE organizations operate in Florida and provide services to participants
within specific zip codes in Broward, Miami-Dade, Charlotte, Collier, Lee, Palm Beach, and
Pinellas counties. There are 2,245 individuals enrolled in the four Florida PACE organizations.

11 Supra note 2.

12 Department of Elder Affairs and Agency for Health Care Administration, Program of All-Inclusive Care for the Elderly
and Statewide Medicaid Managed Care Long-term Care Program Comparison Report (January 14, 2014), available at
https://ahca.myflorida.com/Medicaid/recent presentations/PACE_Evaluation_2014.pdf (last visited Jan. 14, 2020).

B d.

14 Chapter 2011-135, s. 24, L.O.F., repeals s. 430.707, F.S., effective October 1, 2013, as part of the expansion of Medicaid
managed care.

15 Chapter 2011-135, s. 24, L.O.F., repeals s. 430.707, F.S., effective October 1, 2013.

16 Section 409.981(4), F.S.
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The current PACE approval process requires any entity interested in becoming a PACE
organization to submit a comprehensive PACE application to the AHCA, which sets forth details
about the adult day care center, staffing, provider network, financial solvency and pro forma
financial projections, and policies and procedures, among other elements. The application is
similar in detail to the provider applications submitted by managed care plans seeking to provide
medical care to Medicaid recipients. PACE providers operating in the same geographic region
must establish that there is adequate demand for services so that each provider will be viable.
The application requires that documentation be submitted demonstrating that PACE providers in
the same geographic region are not competing for the same potential enrollees.

The AHCA and the DOEA review the application and, when the entity has satisfied all
requirements, conduct an on-site survey of the entity’s readiness to serve PACE enrollees. Once
all requirements are met, including full licensure of the PACE center, staffing for key positions,
and signed provider network contracts, the AHCA certifies to the CMS that the PACE site is
ready. At that time, the CMS reviews the application and readiness certification and, if all
requirements are satisfied, executes a three-way agreement with the PACE provider and the
AHCA. The PACE provider may then begin enrolling members, subject to an appropriation to
fund the slots.

Enrollment and Organizational Slots

Slots are authorized by the Legislature for a specific PACE area; however, slots may not always
be fully funded in the same year the program is authorized. Some PACE providers need
additional time to complete the application process, obtain necessary licensures, or to finalize
operations.

Funding and Rates

Each year since the PACE’s inception, the Legislature has appropriated funds for PACE
organizations through proviso language in the GAA or through one of the GAA’s accompanying
implementing or conforming bills.!” These directives provide specific slot increases or decreases
by county or authorization for implementation of a new program. In 2013, Governor Rick Scott
vetoed all county allocations with the exception of Palm Beach County, noting that the state’s
focus should be on the implementation of the SMMC and that effectiveness and the need for
additional PACE slots should be re-evaluated after that transition was completed.'®

PACE organizations receive a capitated Medicaid payment for each enrolled Medicaid long-term
care recipient and an enhanced Medicare payment for Medicare enrollees for acute care services
from the federal government. The payment amount is established in the GAA and is based on
estimates that have been forecast by the Social Services Estimating Conference for the PACE.

Medicaid

Medicaid is the health care safety net for low-income Floridians. Medicaid is a partnership
between the federal and state governments where the federal government establishes the

17 Chapter 2013-40, L.O.F.
18 Governor Rick Scott, Veto Message - SB 1500 (May 20, 2013), p. 28, available at http://www.flgov.com/wp-
content/uploads/2013/05/Messagel.pdf (last visited Jan. 14, 2020).
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structure for the program and pays a share of the cost. Each state operates its own Medicaid
program under a state plan that must be approved by the CMS. The plan outlines current
Medicaid eligibility standards, policies, and reimbursement methodologies.

To qualify for nursing home care under Medicaid, both an individual’s income and assets are
reviewed. Additionally, a personal needs allowance is applied as part of the eligibility
determination process.*® The current standard income limit in Florida for institutional care or
services under the home and community based services waiver is $2,313 for an individual and
$4,626 for a couple. There is also an asset limit for either category of $2,000 for an individual or
$3,000 for a couple.

In Florida, the Medicaid program is administered by the AHCA. The AHCA, however, delegates
certain functions to other state agencies, including the Department of Children and Families
(DCF), the Agency for Persons with Disabilities (APD), and the DOEA. The AHCA has overall
responsibility for the program and qualifies providers, sets payment levels, and pays for services.

The DCEF is responsible for determining financial eligibility for Medicaid recipients. The APD
operates one of the larger waiver programs under Medicaid, the Home and Community Based
(HCBS) Waiver program, serving individuals with developmental disabilities.

The DOEA assesses Medicaid recipients to determine if they require nursing home care.

Specifically, the DOEA determines whether an individual:

e Requires nursing home placement as evidenced by the need for medical observation
throughout a 24-hour period and requires medically complex care to be performed on a daily
basis under the direct supervision of a health professional because of mental or physical
incapacitation;

e Requires or is at imminent risk of nursing home placement as evidenced by the need for
observation throughout a 24-hour period and requires care to be performed on a daily basis
under the supervision of a health professional because of mental or physical incapacitation;
or

e Requires or is at imminent risk of nursing home placement as evidenced by the need for
observation throughout a 24-hour period and requires limited care to be performed on a daily
basis under the supervision of a health professional because of mild mental or physical
incapacitation.

Floridians who need nursing home care, but do not qualify for Medicaid, must pay from their
own funds or through insurance.

1% The personal needs allowance (PNA) of an individual is defined as that portion of an individual’s income that is protected
to meet the individual’s personal needs while in an institution. See Department of Children and Families, Glossary (Chapter
4600) “Personal Needs Allowance,” p. 19, http://www.dcf.state.fl.us/programs/access/docs/esspolicymanual/4600.pdf (last
visited Jan. 15, 2020).

20 Department of Children and Families, SSI-Related Program-Financial Eligibility Standards: January 2019,
http://www.dcf.state.fl.us/programs/access/docs/esspolicymanual/a_09.pdf (last visited Jan. 15, 2020).
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Long-Term Care Managed Care

In 2011, HB 71072 was signed into law, increasing the use of managed care plans in Medicaid.
The law required both Medicaid LTC services and Managed Medical Assistance (MMA)
services to be provided through managed care plans.

LTC Managed Care plans participating in SMMC are required to provide minimum benefits that
include nursing home care as well as home and community based services. The minimum
benefits include:

e Nursing home care;

e Services provided in assisted living facilities;

e Hospice;

e Adult day care;

Medical equipment and supplies, including incontinence supplies;
Personal care;

Home accessibility adaptation;

Behavior management;

Home delivered meals;

Case management;

Therapies, including physical, respiratory, speech, and occupational;
Intermittent and skilled nursing;

Medication administration;

Medication management;

Nutritional assessment and risk reduction;

Caregiver training;

Respite care;

Transportation; and

Personal emergency response system.

Effect of Proposed Changes:

Section 1 creates s. 430.84, F.S., and codifies the PACE within the Florida Statutes. Currently,
the program does not have an implementing statute and has been operationalized through annual
appropriations, proviso, or bills designed to implement the state budget or conform statute to
provisions of the state budget.

Program Creation

The bill authorizes the AHCA, in consultation with the DOEA, to approve entities that have
submitted the required application and data to the CMS as PACE organizations pursuant to

42 U.S.C. s. 1395eee (2019). Applications, as required by the CMS, will be reviewed by the
AHCA on an ongoing basis, in consultation with the DOEA for initial approval as PACE
organizations. Notice of applications must be published in the Florida Administrative Register.

21 Chapter 2011-134, L.O.F.
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A prospective PACE organization must submit an application to the AHCA before submitting a
request for program funding. An applicant for a PACE program must meet the following
requirements:

Provide evidence that the applicant can meet all of the federal regulations and requirements
established by the CMS by the proposed implementation date;

Provide market studies which include an estimate of the potential number of participants and
which show the geographic area the applicant proposes to serve;

Develop a business plan of operation, including pro forma financial statement and
projections based on the planned implementation date;

Show evidence of regulatory compliance and meet market studies requirements, if the
applicant is an existing PACE organization which seeks to expand to an additional service
area; and

Submit its complete federal PACE application to the AHCA and the CMS within 12 months
after date of initial state approval. If the organization fails to timely meet this requirement,
the state approval of the application is void.

Quality and Reporting

All PACE organizations are required to meet specific quality and performance standards
established by the CMS. The AHCA has the responsibility to oversee and monitor Florida’s
PACE and the contracted organizations through the data and reports submitted periodically to the
AHCA and the CMS.

The bill exempts all PACE organizations from the requirements of chapter 641, the chapter of
Florida law that regulates health maintenance organizations, prepaid health clinics, and other
health care service programs.

Section 2 provides an effective date of July 1, 2020.

Constitutional Issues:

A.

Municipality/County Mandates Restrictions:
None.

Public Records/Open Meetings Issues:
None.

Trust Funds Restrictions:

None.

State Tax or Fee Increases:

None.
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VI.

VII.

VIII.

E. Other Constitutional Issues:
None.

Fiscal Impact Statement:

A. Tax/Fee Issues:
None.
B. Private Sector Impact:

Additional private sector providers that meet the criteria to be a PACE organization and
achieve eligibility confirmation status could be approved as PACE sites. Expansion of
PACE sites would also mean additional individuals in the community would have access
to these services.

C. Government Sector Impact:

SB 916 has an indeterminate fiscal impact to the Florida Medicaid Program.
D. Technical Deficiencies:

None.
Related Issues:

In subsection (4) of section 430.84, the bill directs the AHCA to oversee and monitor the PACE
program by using data and reports that the PACE organizations submit periodically to the AHCA
and CMS. This subsection requires PACE organizations to meet standards established by the
CMS. The AHCA is in the process of developing additional state standards for PACE
organizations that will allow comparisons and evaluation between the PACE and the Statewide
Medicaid Managed Care Long-Term Care (LTC) program. Because bill limits the AHCA’s
oversight to only CMS standards, the AHCA has indicated that it may not be able to compare
PACE and the LTC managed care program and ensure comparable quality and patient
outcomes.?

Statutes Affected:
This bill creates section 430.84 of the Florida Statutes.
Additional Information:

A. Committee Substitute — Statement of Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)

None.

22 Agency for Health Care Administration, Senate Bill 916 Analysis (Nov. 4, 2019) (on file with the Senate Committee on
Health Policy).
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B. Amendments:

None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.
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Florida Senate - 2020 SB 916

By Senator Baxley

12-00748A-20 2020916
A bill to be entitled

An act relating to the Program of All-Inclusive Care
for the Elderly; creating s. 430.84, F.S.; defining
terms; authorizing the Agency for Health Care
Administration, in consultation with the Department of
Elderly Affairs, to approve certain applicants to
provide benefits pursuant to the Program of All-
Inclusive Care for the Elderly (PACE); specifying
requirements and procedures for the submission,
publication, review, and initial approval of
applications; requiring prospective PACE organizations
that are granted initial approval to apply within a
certain timeframe for federal approval; providing
accountability requirements; exempting PACE
organizations from certain requirements; providing an

effective date.
Be It Enacted by the Legislature of the State of Florida:
Section 1. Section 430.84, Florida Statutes, 1is created to

read:

430.84 Program of All-Inclusive Care for the Elderly.—

(1) DEFINITIONS.—As used in this section, the term:

(a) “Agency” means the Agency for Health Care

Administration.

(b) “Applicant” means an entity that has filed an

application with the agency for consideration as a Program of

All-Inclusive Care for the Elderly (PACE) organization.

(c) “CMS” means the Centers for Medicare and Medicaid
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Services within the United States Department of Health and Human

Services.

(d) “Department” means the Department of Elderly Affairs.

(e) “PACE organization” means an entity under contract with

the agency to deliver PACE services.

(f) “Participant” means an individual receiving services

from a PACE organization and who has been determined by the

department to need the level of care required under the state

Medicaid plan for coverage of nursing facility services.

(2) PROGRAM CREATION.—The agency, in consultation with the

department, may approve entities that have submitted

applications required by the CMS to the agency for review and

consideration which contain the data and information required in

subsection (3) to provide benefits pursuant to the PACE program

as established in 42 U.S.C. s. 1395eee and in accordance with

the requirements set forth in this section.

(3) PACE ORGANIZATION SELECTION.—The agency, in

consultation with the department, shall on a continuous basis

review and consider applications required by the CMS for PACE

which have been submitted to the agency by entities seeking

initial state approval to become PACE organizations. Notice of

such applications must be published in the Florida

Administrative Register.

(a) A prospective PACE organization shall submit

application documents to the agency before requesting program

funding. Application documents submitted to and reviewed by the

agency, in consultation with the department, must include all of

the following:

1. Evidence that the applicant is able to meet all of the
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applicable federal reqgulations and requirements established by

the CMS for participation as a PACE organization by the proposed

implementation date.

2. Market studies, including an estimate of the number of

potential participants and the geographic service area in which

the applicant proposes to serve.

3. A business plan of operation, including pro forma

financial statements and projections, based on the proposed

implementation date.

(b) Each applicant must propose to serve a unique and

defined geographic service area without duplication of services

or target populations. No more than one PACE organization may be

authorized to provide services within any unique and defined

geographic service area.

(c) An existing PACE organization seeking authority to

serve an additional geographic service area not previously

authorized by the agency or the Legislature must meet the

requirements set forth in paragraphs (a) and (b).

(d) Any prospective PACE organization that is granted

initial state approval by the agency, in consultation with the

department, shall submit its complete federal PACE application,

in accordance with the application process and guidelines

established by the CMS, to the agency and the CMS within 12

months after the date of initial state approval, or such

approval is wvoid.

(4) ACCOUNTABILITY.—All PACE organizations must meet

specific quality and performance standards established by the

CMS for the PACE program. The agency shall oversee and monitor

the PACE program and organizations based upon data and reports
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periodically submitted by PACE organizations to the agency and

the CMS. A PACE organization is exempt from the requirements of

chapter 641.
Section 2. This act shall take effect July 1, 2020.
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SENATOR DENNIS BAXLEY
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January 6, 2020

The Honorable Chair Gayle Harrell
310 Senate Office Building
Tallahassee, Florida 32399

Dear Chair Harrell,

| would like to request that SB 916 Program of All-Inclusive Care for the Elderly be heard in the
next Health Policy Committee meeting.

This bill authorizes the Agency for Health Care Administration in consultation with the
Department of Elderly Affairs to approve a new Program of All-Inclusive Care for the Elderly
(PACE) in the state.

Thank you for your favorable consideration.

Onward & Upward,
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Senator Dennis K. Baxley
Senate District 12
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cc: Allen Brown, Staff Director

320 Senate Office Building, 404 South Monroe St, Tallahassee, Florida 32399-1100 e (850) 487-5012
Email: baxley.dennis@flsenate.gov

Bill Galvano David Simmons
President of the Senate President Pro Tempore
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POLICY ANALYSIS

1. EXECUTIVE SUMMARY

Senate Bill (SB) 916 creates section 430.84, F.S., which establishes the requirements for an organization
seeking approval to operate as a Program of All-Inclusive Care for the Elderly (PACE) in Florida. The bill also
establishes requirements related to organization selection and accountability. The language requires
prospective PACE organizations to apply to the Agency for Health Care Administration (Agency) for state
approval prior to receiving program funding and provides a list of materials applicants must submit as part of
the application process. The bill establishes a limit of 1 PACE organization within any defined service area
and requires an application submission to CMS within 12 months after the date of initial state approval. SB
916 also requires all PACE organizations to meet the specific PACE quality and performance standards
established by the Centers for Medicare and Medicaid Services (CMS). If the bill limits the Agency’s
oversight to only CMS standards, then the Agency may not be able to compare PACE and the Long-term
Care (LTC) managed care program and ensure comparable quality and patient outcomes.

In large part, the changes codify in Florida Statutes the current federal PACE regulations and state
operational practices. One difference is that prospective PACE organizations can apply to the Agency
without first receiving legislative approval. This may increase the number of PACE applications.

The changes in this bill will have an indeterminate operational and fiscal impact to the Agency as additional
staff resources may be needed to complete the PACE application review process if additional PACE
organizations apply. There is an indeterminate fiscal impact to the Florida Medicaid program as Agency staff
are required to travel to conduct mandatory on-site visits prior to final approval of a PACE application. The
travel cost can be absorbed within existing resources.

SB 916 has an effective date of July 1, 2020.

2. SUBSTANTIVE BILL ANALYSIS

1. PRESENT SITUATION:

The Program of All-Inclusive Care for the Elderly (PACE) is a Medicare and Medicaid program that helps
people meet their health and long-term care needs in the community instead of going to a nursing home or
other care facility. PACE programs primarily organize their services in a PACE Center, which in Florida is
licensed as an adult day care center. Participants come to the center, often several times a week, for
primary care, nursing, recreation, therapy, supervision, and socialization.

In order to enroll in PACE, federal law requires individuals meet the following criteria:
¢ Individuals age 55 years or older
¢ Individuals determined by the state to need the level of care required under the State Medicaid plan
for coverage of nursing facility services
¢ Individuals who reside in the service area of the PACE organization
¢ Individuals who are able to live in a community setting without jeopardizing their health or safety

Individuals who choose to enroll in PACE have both their medical and long-term care needs managed
through a single organization. Here are some of the services PACE covers:
e Adult day care (including doctor, recreational therapy, and nursing services)
Dentistry
Emergency services
Home care
Hospital care
Laboratory/x-ray services
Meals (home-delivered meals and meals provided at the Adult Day Care Center)
Medical specialty services
Nursing home care
Nutritional counseling




Occupational therapy
Physical therapy
Prescription drugs
Primary care

The Agency for Health Care Administration (Agency) is the single state agency responsible for the
administration of the Florida Medicaid and PACE programs; both programs are authorized under Title XIX of
the Social Security Act. This authority includes establishing and maintaining a Medicaid State Plan, approved
by the federal Centers for Medicare and Medicaid Services (CMS). A Medicaid State Plan is an agreement
between a state and the federal government describing how that state administers its Medicaid programs.
Within the Medicaid State Plan, states establish and maintain a PACE Program Agreement that is approved
by CMS. The PACE Program Agreement is an agreement between a state administering agency, the PACE
organization, and the federal government describing how that state administers the PACE program. It
establishes the group of individuals covered by each PACE organization and the geographic service area
and details covered services, payment methodologies, and other administrative and organizational
requirements. The Agency must also maintain compliance with federal regulations necessary to operate the
PACE program as funded through the General Appropriations Act and directed by the Florida Legislature.

In addition to services covered under Medicaid, PACE includes all Medicare-covered services for individuals
eligible for Medicare (known as dual eligible). For dual eligibles, PACE organizations receive both Medicare
and Medicaid capitated payments and are responsible for providing the full continuum of medical and long-
term care services. Individuals receive all their services from providers in the PACE network.

Currently, four PACE organizations operate in Florida and provide services to participants within specific ZIP
codes in Broward, Miami-Dade, Charlotte, Collier, Lee, Palm Beach, and Pinellas counties. There are 2,245
individuals enrolled in the four Florida PACE organizations. To determine whether prospective enrollees
require nursing home level of care, the Department of Elder Affairs Comprehensive Assessment and Review
for Long-Term Care Services (CARES) unit performs level of care assessments.

Current Application/Enrollment Process for PACE Organizations

In order to operate as a PACE organization in any state, the PACE organization must meet the requirements
as outlined in Code of Federal Regulations (CFR), 42 CFR 460. Federal regulations require a PACE
organization to receive approval from CMS to operate.

In order to operate the PACE program in Florida, each service area must have funds appropriated through
the General Appropriations Act (GAA) as passed by the Legislature and approved by the Governor each
fiscal year. The GAA also includes an allocation of “slots,” which is the maximum number of individuals that
may be served in each service area. There is currently no formal process for estimating or designating new
slots specific to each PACE organization or service location. The lack of methodology needed to accurately
determine the appropriate number of slots can complicate the approach of prospective and existing PACE
organizations when applying, expanding, and managing current operations, and has sometimes led to under-
spending in past fiscal years. Underspending can also occur if the timing of the appropriations do not align
with federal approval to operate as a PACE organization.

The following outlines the current process by which PACE program applicants, recognized by the
Legislature, can enroll as a PACE provider in Florida:

e The PACE program applicant must notify the Agency, in writing, regarding its intent to apply and must
provide a copy of the application to the Agency prior to submitting the application to the Centers for
Medicare and Medicaid Services (CMS).

e Applicants must send the Agency all supplemental documentation required in 42 CFR 460 for the
application review process. The Agency reviews and verifies that the applicant meets all the
requirements. The Agency then forwards the application to CMS with a certification that the State has
reviewed and certifies the application is complete and in compliance.




o CMS has an annual application submission window. To meet the CMS application submission
deadline, applicants must send the notification, application, and all supplemental documentation
to the Agency for review prior to the CMS deadline.

e Per 42 CFR 460.18, CMS evaluates an application for approval as a PACE organization on the basis
of the following information: (a) Information contained in the application; (b) Information obtained
through onsite visits conducted by CMS or the state administering agency; (c) Information obtained
by the state administering agency.

e CMS will either approve or deny the application. CMS may also request additional information in order
to make a determination.

¢ In addition to federal approval, all PACE organizations must enroll as a Medicaid provider and receive
an Adult Day Care License through the Agency.

Administration of PACE

To administer PACE, the Agency has an Interagency Agreement with the Department of Elder Affairs
(DOEA). The Agency and DOEA coordinate the reviews for initial and service area expansion applications
and any proposed amendments to the PACE Program Agreement (see Title 42 Code of Federal Regulations
Section 460). The Agency and DOEA also collaborate in the oversight, monitoring, and data collection
activities of PACE organizations. DOEA compiles funding and population projections on a monthly basis to
ensure the program has reasonable growth capacity. The Agency, in collaboration with CMS, conducts
biennial audits of each PACE organization. The PACE organization also submits quarterly reports to CMS on
the organizations’ quality and performance.

2. EFFECT OF THE BILL:

Senate Bill 916 creates section 430.84, F.S., which codifies the requirements for an organization seeking
approval to operate a PACE program in Florida. The bill also establishes requirements related to
organization selection and accountability. The language requires prospective PACE organizations to apply to
the Agency for state approval prior to receiving program funding. In addition, the bill provides a list of
materials applicants must submit as part of the application process.

SB 916 also requires all PACE organizations to meet the specific quality and performance standards
established by CMS for PACE. This section establishes requirements related to the PACE program that
currently do not exist in state law, but are defined at the federal level through the Federal Code of
Regulations (CFR), 42 CFR 460 or are codified in the PACE Program Agreement. The Agency and DOEA
already comply with the requirements referenced in the creation of this section. The ability for prospective
PACE organizations to submit applications prior to requesting program funding may increase the number of
applicants, and additional Agency staff may be needed to complete the PACE application review process if
more PACE organizations apply.

SB 916 states that the PACE organization must meet quality and performance standards established by
CMS and that the Agency will oversee and monitor the PACE program using data and reports that the PACE
organizations submit periodically to the Agency and CMS. The Agency is in the process of developing
additional state standards for PACE organizations that will allow comparisons and evaluation between the
PACE and the Statewide Medicaid Managed Care (SMMC) Long-Term Care (LTC) program. If the bill limits
the Agency’s oversight to only CMS standards, then the Agency may not be able to compare PACE and the
LTC managed care program and ensure comparable quality and patient outcomes.

SB 916 clarifies that PACE organizations are exempt from Chapter 641, F.S., which is the primary regulatory
statutes for health maintenance organizations, prepaid health clinics, and health care services. This change
has no impact on the Agency’s operational procedures as multiple citations in current law, such as Chapter
2017-129 Laws of Florida, exempt PACE organizations from Chapter 641, F.S..

SB 916 poses an indeterminate operational and fiscal impact to the Agency. An increase in application
submissions would require more staff review time and on-site reviews in accordance with 42 CFR 460. This
would result in additional travel expenses for the Agency.




This act will take effect on July 1, 2020.

3. DOES THE BILL DIRECT OR ALLOW THE AGENCY/BOARD/COMMISSION/DEPARTMENT TO DEVELOP,
ADOPT, OR ELIMINATE RULES, REGULATIONS, POLICIES, OR PROCEDURES? Y __ N_X__

If yes, explain:

Is the change consistent with the

, . Y _X N
agency’s core mission? - —

Rule(s) impacted (provide Not Applicable
references to F.A.C., etc.):

4. WHAT IS THE POSITION OF AFFECTED CITIZENS OR STAKEHOLDER GROUPS?

Proponents and summary of
position:

Opponents and summary of
position:

5. ARE THERE ANY REPORTS OR STUDIES REQUIRED BY THISBILL? Y __ N _ X

If yes, provide a description:

Date Due:

Bill Section Number(s):

6. ARE THERE ANY GUBERNATORIAL APPOINTMENTS OR CHANGES TO EXISTING BOARDS, TASK FORCES,
COUNCILS, COMMISSION, ETC.? REQURIED BY THISBILL? Y __ N_X__

Board: Not Applicable
Board Purpose: Not Applicable
Who Appointments: Not Applicable
Appointee Term: Not Applicable
Changes: Not Applicable
Bill Section Number(s): Not Applicable

FISCAL ANALYSIS

1. DOES THE BILL HAVE A FISCAL IMPACT TO LOCAL GOVERNMENT? Y N_X
Revenues: Not Applicable

Expenditures: Not Applicable

Does the legislation increase | No
local taxes or fees? If yes,
explain.




If yes, does the legislation
provide for a local referendum
or local governing body public
vote prior to implementation
of the tax or fee increase?

Not Applicable

2. DOES THE BILL HAVE A FISCAL IMPACT TO STATE GOVERNMENT? Y _X_ N

Revenues:

Not Applicable

Expenditures:

The changes in this bill will have an operational impact to the Agency that can be
completed using current Agency resources, and will have an indeterminate fiscal
impact to the Florida Medicaid Program. There is an indeterminate number of new
recipients that will be eligible for retroactive payments for additional PACE case
months. The time between the determination of medical eligibility and financial
eligibility may vary causing the number of monthly capitation payments to be
indeterminate.

Does the legislation contain a
State Government
appropriation?

No

If yes, was this appropriated
last year?

Not Applicable

3. DOES THE BILL HAVE A THE FISCAL IMPACT TO THE PRIVATE SECTOR? Y _ N _X

Revenues:

Expenditures:

Other:

4. DOES THE BILL INCREASE OR DECREASE TAXES, FEES, OR FINES? Y__ N_X

If yes, explain impact.

Bill Section Number:

TECHNOLOGY IMPACT

1. DOES THE BILL IMPACT THE AGENCY’S TECHNOLOGY SYSTEMS (L.E. IT SUPPORT, LICENSING SOFTWARE,

DATA STORAGE, ETC.)?

Y_ N_X_

If yes, describe the anticipated
impact to the agency including
any fiscal impact.

FEDERAL IMPACT

1. DOES THE BILL HAVE A FEDERAL IMPACT (I.E. FEDERAL COMPLIANCE, FEDERAL FUNDING, FEDERAL
AGENCY INVOLVEMENT, ETC)? Y ___ N___

If yes, describe the anticipated
impact including any fiscal
impact.
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Issues/concerns/comments: | None.
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Summary:

SB 1374 amends several sections of law governing the designation of, and requirements for,
regional perinatal intensive care centers (RPICC). The bill expands the maximum number of
RPICCs that the Department of Health (DOH) may designate from 11 to 22. The bill also adds
additional criteria that the DOH must use when adopting rules for the designation, development,
and operation of a RPICC and when selecting and designating new RPICCs.

The bill takes effect July 1, 2020.
Il. Present Situation:
Regional Perinatal Intensive Care Centers

History of RPICCs

RPICCs are hospitals that are designated by the DOH to work to improve the outcome of
pregnancy and the quality of life from birth. RPICCs provide obstetrical services to women who
have a high-risk pregnancy and care for newborns with special health needs, such as critical
illness or low birth weight.

The goals of a RPICC include reducing the risk of serious illness for pregnant women and
newborns and providing the best medical care to women with high-risk pregnancies and
newborns who are sick or born prematurely. Currently, RPICC services are provided at 11
hospitals around the state located in Pensacola, Jacksonville, Gainesville, Orlando, Tampa,
St. Petersburg, West Palm, Hollywood, Ft. Lauderdale, Miami, and Ft. Myers, and two
obstetrical satellite clinics.

1 See http://www.floridahealth.gov/programs-and-services/childrens-health/cms-specialty-programs/regional-perinatal-
intensive-care-centers-program/index.html (last visited Jan. 16, 2020).
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RPICCs were established by the Legislature in 1976 with the intent to prevent neonatal diseases
and disabilities that have debilitating, costly, and often fatal consequences.? At that time, the
Legislature authorized 10 such centers in a geographic area which experiences at least 10,000
live births per year. In 1994, the Legislature added one additional RPICC, bringing the total to
11, and the number of RPICCs has not been increased since.®

Current RPICC Requirements

Currently, ss. 383.15-383.19, F.S., establish the requirements for RPICCs. Section 383.17, F.S.,
allows the DOH to contract with health care providers to establish RPICCs. Section 383.18, F.S.,
requires that such contracts provide that patients will receive services from the RPICC and that
parents or guardians of patients who participate in the program and who comply with Medicaid
eligibility requirements, as determined by the DOH, are not additionally charged for treatment
and care that has been provided by the RPICC. When determining which hospitals to contract
with, the DOH must give priority to establishing RPICCs in hospitals that demonstrate an
interest in perinatal intensive care by meeting program standards and may not contract with a
private, for-profit hospital that does not accept county, state, or federal funds or indigent
patients.*

Section 383.19, F.S., requires the DOH to adopt rules to specify standards for RPICCs,
including:

e The need to provide services through a RPICC and the requirements of the population to be
served.

Equipment.

Facilities.

Staffing and qualifications of personnel.

Transportation services.

Data collection.

Definitions of terms.®

Failure to comply with these standards is grounds for the DOH to terminate a RPICC’s contract.

RPICC Medicaid Reimbursement

Fee-for-service reimbursement for RPICC services provided to Medicaid recipients is paid
according to Medicaid fee schedules (neonatal and obstetrical).

Statute requires that Medicaid reimbursement for in-center obstetrical physician services be
based upon the obstetrical care group payment system. Medicaid reimbursement for in-center
neonatal physician services is based upon the neonatal care group payment system. These
prospective payment systems, developed by the DOH, must place patients into homogeneous
groups based on clinical factors, severity of illness, and intensity of care. Payment for outpatient

2 Chapter 76-54, L.O.F.

3 Chapter 94-140

4 Section 383.19(4) and (5), F.S.

5 See Rules 64C-6.001-6.003, F.A.C.
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obstetrical services and other related services, such as consultations, are determined based on the

usual Medicaid method of payment for outpatient medical services.®

e The payment systems used to fulfill the statute were created and administered by the
University of Florida.

e The University of Florida (UF) held a long-running contract with the Agency for Health Care
Administration (AHCA) to operate a payment system for physician specialists who provide
obstetrical services to women with high-risk pregnancy or who provide care for newborns
with special health needs, such as critical illness or low birth weight. UF also hosted a data
system to maintain demographic and medical information of Medicaid recipients receiving
services in RPICCs.

e The contract with UF ended June 30, 2019, and the AHCA is working with UF to establish a
new contract to fulfill the statutory mandate.’

In State Fiscal Year 2018-2019, RPICCs were added as an eligible hospital group in the Low
Income Pool (LIP). The AHCA created a RPICC-only tier in the LIP model, which allowed a
number of hospitals to increase the percentage of their charity care that may be reimbursed under
the LIP. This creates an incentive for more hospitals to obtain the RPICC designation.

The base fees for physician services provided in RPICCs are higher than the fees on the non-
RPICC physician fee schedule for the same procedure codes. For example, the RPICC base rates
for C-sections and vaginal deliveries are 56 percent higher than the physician fee schedule for
those procedures.®

Comparison
Procd Description Practitioner RPICC Percent Difference
59515 | C-Section $1,144 $1,785 56.03%
59614 | Vaginal Delivery $1,444 $1,785 56.03%

Il. Effect of Proposed Changes:

SB 1374 amends various statutes related to RPICCs as follows:

Section 1 of the bill amends s. 383.16, F.S., to add definitions for “agency,” meaning the AHCA,
and “district,” meaning AHCA planning districts as established in s. 408.032, F.S.

Section 4 of the bill amends s. 383.19, F.S., to include levels of care, educational outreach,

participation in quality collaborations within and outside a RPICC’s district, and support of rural

hospitals to the list of standards for which the DOH must adopt rules. The bill also adds

additional criteria that the DOH must use to select and designate RPICCs, including:

e Demonstrating a commitment to improving access to health services, including timely use of
personal health services to achieve the best health outcomes;

6 See s. 383.19(2), F.S.

" Agency for Health Care Administration, Medicaid Comments on Draft RPICC Bill (on file with the Senate Committee on
Health Policy).

81d.
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e Maintaining a facility birth volume of at least 3,000 live births per year; and
e Actively participating in one or more perinatal quality collaborations as defined by the DOH
in rule.

The bill increases the maximum number of RPICCs allowed to be designated from 11 to 22. The
DOH is required to designate at least one RPICC in each of the AHCA planning districts® and
one additional RPICC in any district in which 20,000 or more resident live births occur per
year.1°

The bill also specifies that Medicaid reimbursements for services provided to members of a
managed care plan must be paid in accordance with the provider payment provisions of part IV
of ch. 409, F.S. (Medicaid Managed Care) and that fee-for-service reimbursements must be
based upon obstetrical or neonatal group payment systems developed by the DOH, as applicable.

The bill also requires the DOH, in consultation with the AHCA, to develop and implement a
statewide process to engage perinatal stakeholders for the purpose of determining appropriate
and efficacious levels of maternal care provided by RPICCs. The process must be completed no
later than July 1, 2023, and must seek to standardize RPICCs internal assessments of levels of
maternal care guided by methodologies and tools developed by the federal Centers for Disease
Control and Prevention.

Sections 2, 3, 5, and 6 of the bill amend ss. 383.17, 383.18, 409.908, and 409.967, F.S., to make
clarifying, conforming, and technical changes.

The bill takes effect July 1, 2020.
V. Constitutional Issues:

A. Municipality/County Mandates Restrictions:
None.

B. Public Records/Open Meetings Issues:
None.

C. Trust Funds Restrictions:
None.

D. State Tax or Fee Increases:

None.

® AHCA planning districts are established in s. 408.032, F.S.
10 Based on 2018 birth rates, available from the DOH (http://www.flhealthcharts.com/charts/default.aspx), AHCA districts 4,
6, 7,9, 10, and 11 have a sufficient volume of births to require the DOH to designate a second RPICC in those districts.
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VI.

VII.

VIII.

E.

Other Constitutional Issues:

None.

Fiscal Impact Statement:

A.

Tax/Fee Issues:
None.
Private Sector Impact:

SB 1374 may have an indeterminate positive fiscal impact on facilities and providers that
are newly designated to provide RPICC services.

Government Sector Impact:

The bill may have an indeterminate negative fiscal impact on the state since the bill
increases the number of RPICCs that may be designated and which may receive
enhanced reimbursement rates from the Medicaid program.

Technical Deficiencies:

None.

Related Issues:

None.

Statutes Affected:

This bill substantially amends the following sections of the Florida Statutes: 383.16, 383.17,
383.18, 383.19, 409.908, and 409.975.

Additional Information:

A.

Committee Substitute — Statement of Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)

None.
Amendments:

None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.
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A bill to be entitled
An act relating to regional perinatal intensive care
centers; amending s. 383.16, F.S.; defining and
revising terms; amending s. 383.17, F.S.; authorizing
the Department of Health to designate regional
perinatal intensive care centers; amending s. 383.18,
F.S.; providing that designation by the department is
required for participation in the regional perinatal
intensive care centers program; amending s. 383.19,
F.S.; specifying standards that must be included in
department rules relating to the designation,
development, and operation of a regional perinatal
intensive care center; authorizing the department to
designate two regional perinatal intensive care
centers in a district under certain circumstances;
specifying reimbursement parameters for certain
services provided in a regional perinatal intensive
care center setting; providing parameters for removal
of a regional perinatal intensive care center's
designation; specifying criteria centers must meet for
the department’s selection and designation as regional
perinatal intensive care centers; requiring the
department, in consultation with the agency, to
develop and implement a process by a specified date to
determine levels of maternal care provided by regional
perinatal intensive care centers; revising the
contents of certain annual reports that regional
perinatal intensive care centers are required to

submit to the department; requiring the department to
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conduct an onsite review of each center at least once
every 3 years; amending s. 409.908, F.S.; conforming
provisions to changes made by the act; amending s.
409.975, F.S.; conforming a cross-reference; providing

an effective date.

Be It Enacted by the Legislature of the State of Florida:

Section 1. Present subsections (1), (2), and (3) of section
383.16, Florida Statutes, are redesignated as subsections (2),
(4), and (5), respectively, new subsections (1) and (3) are
added to that section, and present subsection (2) of that
section is amended, to read:

383.16 Definitions; ss. 383.15-383.19.—As used in ss.
383.15-383.19, the term:

(1) “Agency” means the Agency for Health Care

Administration.

(3) “District” has the same meaning as in s. 408.032.

(4) 42> “Regional perinatal intensive care center” or
“center” means a unit designated by the department, located
within a hospital, and specifically designed to provide a full
range of perinatal health services to its patients.

Section 2. Section 383.17, Florida Statutes, is amended to
read:

383.17 Regional perinatal intensive care centers program;

authority.—The department may designate and contract with health

care providers in establishing and maintaining centers in
accordance with ss. 383.15-383.19. The cost of administering the

regional perinatal intensive care centers program shall be paid
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by the department from funds appropriated for this purpose.

Section 3. Section 383.18, Florida Statutes, is amended to
read:

383.18 Designations; contracts; conditions.—Participation

in the regional perinatal intensive care centers program under

ss. 383.15-383.19 is contingent upon the department designating

and entering into a contract with a provider. The contract must

shatd provide that patients will receive services from the
center and that parents or guardians of patients who participate
in the program and who are in compliance with Medicaid
eligibility requirements as determined by the department are not

additionally charged for treatment and care that whieh has been

contracted for by the department. Financial eligibility for the
program is based on the Medicaid income guidelines for pregnant

women and for children younger than wrder 1 year of age. Funding

must shadd be provided in accordance with ss. 383.19 and
409.908.

Section 4. Section 383.19, Florida Statutes, is amended to
read:

383.19 Standards; funding; ineligibility.—

(1) The department shall adopt rules that specify standards
for designation, development, and operation of a center which

must include, but need not be are—met limited to:

(a) The need to provide services through a regional
perinatal intensive care center and the requirements of the
population to be served.

(b) Equipment.

(c) Facilities.

(d) Staffing and qualifications of personnel.

Page 3 of 9
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88 (e) Transportation services.
89 (f) Data collection.
90 (g) Levels of care.
91 (h) Educational outreach.
92 (i) Access to consultative specialist services.
93 (j) Participation in quality collaborations, both within

94 and outside of the center’s district.

95 (k) Support of rural hospitals, as defined in s. 395.602.
96 (1)4e¢> Definitions of terms.
97 (2) The department shall designate at least one center to

98 serve a geographic area representing each district regiern of the
99 state, and one additional center may be designated in any
100 district in which at least 20,000 resident 365688 live births

101 occur per year, as reported by the department’s Bureau of Vital

102 Statistics, but in no case may there be more than 22 i+ regional
103| perinatal intensive care centers established unless specifically
104 authorized in the General Appropriations Act or in this

105| subsection.

106 (3) Medicaid reimbursement must shatdt be made for services
107| provided to patients who are Medicaid recipients. Medicaid

108 reimbursement for in-center and outpatient obstetrical and

109| neonatal physician services must be paid as follows:

110 (a) Reimbursement for such services provided at centers to

111| members of a managed care plan as defined in s. 409.962 must be

112| paid in accordance with the provider payment provisions of part
113 IV of chapter 409; or

114 (b) Reimbursement for such services provided at centers on

115 a fee-for-service basis must shalt be based upon the obstetrical

116 care group payment system or—Medieaid—reimbursement—Ffor—in
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117| eenter neonotatphysician serviees——shaltlbe based—uapoen The

118 neonatal care group payment system, as applicable. These

119| prospective payment systems, developed by the department, must
120| place patients into homogeneous groups based on clinical

121 factors, severity of illness, and intensity of care. Sutpatient

122 obstetrical servieces—andother Related services provided on a

123 fee-for-service basis, such as consultations, must shatlt be

124 reimbursed based on the usual Medicaid method of fee-for-service

125| payment for such ewtpatient medical services.
126 (4)43> Failure to comply with any standard thestandards

127 established under this section, department rules, or the terms

128 of the contract between the department and a center constitutes

129| grounds for terminating the contract and removal of the center’s

130 designation.

131 (5)+4)> The department shall select and designate centers

132 that do all of the following: give—prieorityto—establishing
133| eenter

KRN KN
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=
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134 (a) Demonstrate an interest in perinatal intensive care by

135| meeting program standards established in this section and by the

136| department.

137 (b) Demonstrate a commitment to improving access to health

138 services, including the timely use of personal health services

139 to achieve the best health outcomes.

140 (c) Maintain a facility birth volume of at least 3,000 live

141 births per year.

142 (d) Actively participate in one or more perinatal quality

143 collaborations as defined by department rule.

144 (6) No later than July 1, 2023, the department, in

145| consultation with the agency, shall develop and implement a
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146 statewide process to engage perinatal stakeholders for the

147| purpose of determining appropriate and efficacious levels of

148| maternal care provided by centers. The statewide process must

149 seek to standardize the centers’ internal assessments of levels

150 of maternal care guided by methodologies and tools developed by

151 the federal Centers for Disease Control and Prevention.

152 (7)45> A private, for-profit hospital that does not accept

153 county, state, or federal funds or indigent patients is not
154| eligible to participate under ss. 383.15-383.19.
155 (8)46)+ Each hospital that is designated by and contracts

156| with the department to provide services under the terms of ss.
157 383.15-383.19 shall prepare and submit to the department an
158 annual report that includes, but is not limited to, the number

159 of clients served, quality improvement measures and projects

160 that the center has engaged in, and the costs of services in the

161 center. The department shall annually conduct a programmatic and

162 financial evaluation of each center and shall conduct an onsite

163 review of each center at least once every 3 years.

164 Section 5. Paragraph (c) of subsection (12) of section

165 409.908, Florida Statutes, i1s amended to read:

166 409.908 Reimbursement of Medicaid providers.—Subject to
167 specific appropriations, the agency shall reimburse Medicaid
168| providers, in accordance with state and federal law, according
169| to methodologies set forth in the rules of the agency and in
170| policy manuals and handbooks incorporated by reference therein.
171 These methodologies may include fee schedules, reimbursement
172| methods based on cost reporting, negotiated fees, competitive

173| bidding pursuant to s. 287.057, and other mechanisms the agency

174 considers efficient and effective for purchasing services or
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175 goods on behalf of recipients. If a provider is reimbursed based
176 on cost reporting and submits a cost report late and that cost
177 report would have been used to set a lower reimbursement rate
178 for a rate semester, then the provider’s rate for that semester
1795 shall be retroactively calculated using the new cost report, and
180 full payment at the recalculated rate shall be effected
181 retroactively. Medicare-granted extensions for filing cost
182 reports, if applicable, shall also apply to Medicaid cost
183| reports. Payment for Medicaid compensable services made on
184| Dbehalf of Medicaid eligible persons is subject to the
185| availability of moneys and any limitations or directions
186| provided for in the General Appropriations Act or chapter 216.
187 Further, nothing in this section shall be construed to prevent
188 or limit the agency from adjusting fees, reimbursement rates,
189| 1lengths of stay, number of visits, or number of services, or
190| making any other adjustments necessary to comply with the
191 availability of moneys and any limitations or directions
192| provided for in the General Appropriations Act, provided the
193| adjustment is consistent with legislative intent.
194 (12)
195 (c) Notwithstanding paragraph (b), reimbursement fees to
196| physicians for providing total obstetrical services to Medicaid
197 recipients, which include prenatal, delivery, and postpartum
198 care, shall be at least $1,500 per delivery for a pregnant woman
199 with low medical risk and at least $2,000 per delivery for a
200| pregnant woman with high medical risk. However, reimbursement to
201| physicians working in regional perinatal intensive care centers

202 designated pursuant to chapter 383, for services to certain

203| pregnant Medicaid recipients with a high medical risk, must mey
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204 be made according to s. 383.19(3) ebstetriecal ecareand neconatalt

205| eare—greouvpings—andrates—established by theagerey. Nurse

206| midwives licensed under part I of chapter 464 or midwives

207 licensed under chapter 467 shall be reimbursed at no less than
208 80 percent of the low medical risk fee. The agency shall by rule
209| determine, for the purpose of this paragraph, what constitutes a
210 high or low medical risk pregnant woman and shall not pay more
211 based solely on the fact that a caesarean section was performed,
212 rather than a vaginal delivery. The agency shall by rule

213| determine a prorated payment for obstetrical services in cases
214 where only part of the total prenatal, delivery, or postpartum
215 care was performed. The Department of Health shall adopt rules
216| for appropriate insurance coverage for midwives licensed under
217 chapter 467. Prior to the issuance and renewal of an active

218 license, or reactivation of an inactive license for midwives

219 licensed under chapter 467, such licensees shall submit proof of
220 coverage with each application.

221 Section 6. Paragraph (b) of subsection (1) of section

222 409.975, Florida Statutes, i1s amended to read:

223 409.975 Managed care plan accountability.—In addition to
224 the requirements of s. 409.967, plans and providers

225| participating in the managed medical assistance program shall
226| comply with the requirements of this section.

227 (1) PROVIDER NETWORKS.—Managed care plans must develop and
228| maintain provider networks that meet the medical needs of their
229| enrollees in accordance with standards established pursuant to
230 s. 409.967(2) (c). Except as provided in this section, managed

231 care plans may limit the providers in their networks based on

232 credentials, quality indicators, and price.
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(b) Certain providers are statewide resources and essential
providers for all managed care plans in all regions. All managed
care plans must include these essential providers in their
networks. Statewide essential providers include:

1. Faculty plans of Florida medical schools.

2. Regional perinatal intensive care centers as defined in

s. 383.16(4) s+—383-3+6{2).

3. Hospitals licensed as specialty children’s hospitals as
defined in s. 395.002(27).

4. Accredited and integrated systems serving medically
complex children which comprise separately licensed, but
commonly owned, health care providers delivering at least the
following services: medical group home, in-home and outpatient
nursing care and therapies, pharmacy services, durable medical

equipment, and Prescribed Pediatric Extended Care.

Managed care plans that have not contracted with all statewide
essential providers in all regions as of the first date of
recipient enrollment must continue to negotiate in good faith.
Payments to physicians on the faculty of nonparticipating
Florida medical schools shall be made at the applicable Medicaid
rate. Payments for services rendered by regional perinatal
intensive care centers shall be made at the applicable Medicaid
rate as of the first day of the contract between the agency and
the plan. Except for payments for emergency services, payments
to nonparticipating specialty children’s hospitals shall equal
the highest rate established by contract between that provider
and any other Medicaid managed care plan.

Section 7. This act shall take effect July 1, 2020.
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Medicaid Comments on Draft RPICC Bill

Current Reimbursement Structure
RPICCs are reimbursed for services provided to Medicaid recipients in the fee-for-service delivery system
through Medicaid fee schedules (neonatal and obstetrical).

- Statute requires that Medicaid reimbursement for in-center obstetrical physician services shall
be based upon the obstetrical care group payment system. Medicaid reimbursement for in-
center neonatal physician services shall be based upon the neonatal care group payment
system. These prospective payment systems, developed by the Department of Health, must
place patients into homogeneous groups based on clinical factors, severity of illness, and
intensity of care. Outpatient obstetrical services and other related services, such as
consultations, shall be reimbursed based on the usual Medicaid method of payment for
outpatient medical services.

o The payment systems used to fulfill the statute were created and administered by the
University of Florida.

o The University of Florida held a long-running contract with the Agency to operate a
payment system for physician specialists who provide obstetrical services to women
with high-risk pregnancy or who provide care for newborns with special health needs,
such as critical illness or low birth weight. UF also hosted a data system to maintain
demographic and medical information of Medicaid recipients receiving services in
RPICCs.

o The contract with UF ended 6/30/19, and the Agency is working with UF to establish a
new contract to fulfill the statutory mandate.

In state fiscal year 2018-19 RPICCs were added as an eligible hospital ownership group in the Low
Income Pool (LIP). Based on this, the Agency created a RPICC only tier in the LIP model, which allowed a
number of hospitals to increase the percentage of their charity care that is covered by the LIP. This
creates an incentive for more hospitals to obtain the RPICC designation.

Impact Review
The proposed bill is amending multiple portions of the Florida Department of Health’s statute to allow

flexibility for the Department of designate and contract with providers to render these services.
Additionally, the proposed bill details additional requirements for the Department to require of RPICCs,
including levels of care and outreach. These changes do not have an impact on Florida Medicaid
coverage or reimbursement.

While the Agency’s role is limited to coverage and reimbursement of RPICC facilities and services, the
Department has a more active role including licensure, quality improvement, and reporting.

The proposed language permits up to 22 centers statewide, doubling the current limitation of 11
centers. Additionally, the proposed bill requires a new Florida Medicaid reimbursement methodology of
inpatient, outpatient, and physician RPICC services in these centers, titled “managed medical assistance
methodologies”. This change is statute would eliminate the contract with the University of Florida. The
bill text is unclear and does not provide a definition nor parameters of the new methodology of
inpatient, outpatient, and physician covered and reimbursed RPICC services. The Agency pays plans a
capitated payment rate and the plans may negotiate mutually acceptable rates with the individual
providers.

If the intent of the bill is to create a new global methodology for both centers and physician services by



way of one global payment, this has an operational and fiscal impact on the Agency. Operational
impacts include methodology design, as well as updates to Agency authorities, rules, fee schedules, and
system edits. Additionally, the bill language does not modify Chapter 409, F.S. to mandate health plans
to follow a prescribed reimbursement methodology. Unknown fiscal impacts include updates to the
inpatient, outpatient, and practitioner methodology.

The RPICC base fees are higher than the fees on the physician fee schedule for the same procedure
codes. Removing the RPICC specific fee schedule may reduce the Medicaid expenditures for the services
on the fee schedules.

Below is a comparison of the highest fee per procedure code on the RPICC fee schedule and the highest
fee on the Physician fee schedule for comparable codes. (There are no comparable procedure codes on
the neonatal RPICC fee schedule and the physician fee schedule.)

Comparison
Procd Description IPractitioner |RPICC |Percent Difference
59515 C-Section S 1,144.00 $1,785.00 56.03%
59614 Vaginal Delivery S 1,144.00 $1,785.00 56.03%

The total expenditures for RPICC physician fee schedules for SFY 2018-19 are below. Please note that
additional services are provided in RPICCs that are not included on this particular fee schedule. These
expenditures will shift to the physician fee schedule rather than the RPICC fee schedule based on the
changes proposed in the bill.

Obstetrical
Procd IMod Description |FFS Expend IEncounter Expend |Total
59410 TG Vaginal delivery with post-delivery care S 1,209,882 S 2,144,051 | $3,353,933
59515 TG Cesarean delivery with post-delivery care S 1,216,412 S 2,399,811 | $3,616,223
59614 TG Vaginal delivery after prior cesarean delivery with post-delivery care $ 12,272 §$ 57,834 S 70,106
59430 TG Post-delivery care S - S 3,716 | S 3,716
Total S 2438566 S 4,605,412 | $7,043,978
Neonatal
Procd Mod Description |FFS Expend IEncounter Expend |Total
99499 TG Evaluation and management service S 251,939 S 92,032 | S 343,971
Total S 251,939 $ 92,032 | $ 343,971

Notes:
-Data provided by Medicaid Data Analytics.
-Data provided is SFY 2018-19 by date of service.

This bill may allow additional facilities to be designated as RPICCs. This may impact the LIP model by
including additional hospitals in the RPICC tier.
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Project Scope

OPPAGA examined Florida’s organ donation and
transplantation system and addressed the following

Description of the organ donation and transplantation system
Florida’s performance in donor registration over time

Projected impact on Florida of changes to national organ allocation
policies

Factors that enhance organ transplant success

Challenges associated with organ donation and transplantation in
Florida

Legislation other states have passed to improve organ availability

Options the Legislature could consider to improve organ availability
in Florida



Roles of Federal Entities in the Organ Donation
and Transplantation System

— w Federal Entities

U.S. Department of Health and Human

Services

* Oversees the two federal agencies
responsible for regulating organ procurement
and transplantation (CMS & HRSA)

Centers for Medicare and Medicaid Services

(CMS)

» Monitors procurement and transplant
program success and quality

Health Resources and Services

Administration (HRSA)

» Oversees the Organ Procurement and
Transplantation Network and contractors
(United Network for Organ Sharing and
Scientific Registry of Transplant Recipients)

0a9® Private/Nonprofit
- { p -
T® Entities

Organ Procurement and Transplantation

Network (OPTN)

 Maintains a national registry for organ
matching and carries out numerous other
responsibilities relating to organ
procurement and transplantation

United Network for Organ Sharing (UNOS)
» Operates OPTN under contract with HRSA

Scientific Registry of Transplant Recipients
* Provides statistical and other analytic

support to OPTN for the formulation and
evaluation of organ allocation




Roles of State Entities in the Organ Donation
and Transplantation System

Role Within the Organ Donation and Transplantation System

Agency for Health Care State Contracts with Donate Life Florida for online donor registration and education;

Administration coordinates with DHSMV to obtain donor registry funding; certifies and
monitors organ procurement organizations for compliance and collects fees

Donate Life Florida Private/ Contracts with AHCA to operate a statewide online donor registry and provide

Nonprofit donor education

Department of State Coordinates with county tax collector offices; encourages and registers organ

Highway Safety and donors; provides donor educational materials; collects voluntary financial

Motor Vehicles contributions to the donor registry

County Tax Collector Local Encourage and register organ donors when issuing identification cards and

Offices

driver licenses; may provide donor educational materials; collect voluntary
financial contributions to the donor registry

Organ Procurement

Regional Within the

Follow policies set by CMS and OPTN; primarily responsible for procuring

Organizations (OPOs) State organs and matching donor organs to patients on waitlists and coordinating
(Certified by CMS) with hospital transplant centers for transport of matched organs
Transplant Centers Local/Private/  Evaluate patients to determine eligibility to be placed on waitlists and suitability
Nonprofit of and procuring organs at donor hospitals after being contacted by an OPO;
perform transplant surgeries and pre- and post-transplant care
Donor Hospitals Local/ Private/  Responsible for timely notification of OPO in their region of death or imminent

Nonprofit

death of a patient who is a viable organ donor
4



Key Findings

= Florida’s donor registration rate has increased over time
and compares favorably to peer states, but there is room
for improvement

= National organ allocation policy changes will negatively
affect Florida’s supply of kidneys and livers

= Factors contributing to transplant success include
multidisciplinary teams and higher volume at transplant
centers

= Stakeholder-identified challenges include
misunderstanding or lack of support for organ donation
and needing financial support for living donation

= AHCA's statutory fees exceed its costs; the excess could
be used for donor education

= To increase organ availability, other states have passed
legislation to support living donation and increase donor
registration




Florida’s Donor Registration Rate Has Increased
and Compares Favorably to Peer States

Donor Registration Rate Peer State Comparison
Florida’s donor registration rate has increased Florida performs better than its peer states in
from 36% of adults 18 and older in 2009 national rank for donor registrations

to 59% in 2017
National Rank for

Donor Registrations

N\ Florida 33

59% ~ Texas 41
(10.7 Million
Adults) \ California 44

0
?56 3{0 Million - Pennsylvania 45
Adults) A New York 50
Yt

2009 2010 2011 2012 2013 2014 2015 2016 2017




OPTN Policy Changes Affect Organ Allocation

Nationally
oy

In the past few years, OPTN has attempted to address a perceived equity issue in the
allocation of organs

o Allocation was traditionally based on OPO donation service areas (DSAs) or OPTN regions

i

Since 2017, OPTN committees have made or adopted proposals to change organ
allocation policies for lungs, livers, hearts, kidneys, and pancreases

e These policies change from allocating organs based on wait lists within DSAs or regions
to allocating organs based on wait lists within nautical mile circles around donor
hospitals (250 to 500 nautical miles, depending on the policy)

e The lung and heart policies have been implemented, while the kidney and pancreas
policies are approved and awaiting implementation

o The liver allocation proposal was on hold due to a lawsuit, but based on a recent court
decision, OPTN has announced it is moving forward




UNOS Estimates That Policy Changes Will Negatively
Affect Florida’s Allocation of Kidneys and Livers

Annual Number of  Annual Number of

Transplants Pre- Transplants Post- Percentage
Change Change Difference  Difference

Lung—Actual Volume over

1.5 Years 248 302 +54 +22%
—Projected Average 245 262 +17 +7%

Heart—Projected Average 273 294 +21 +8%

Kidney-Pancreas—Projected 16 Y +18 +39%

Average

Liver—Projected Average 459 408 -91 -11%

Kidney—Projected Average 738 558 -180 -24%

As of June 2019, 4,706 people on Florida wait lists were waiting for a
kidney, which represents the vast majority (86%) on wait lists
 An additional 9% were waiting for a liver

. 86%

ao




Stakeholders and Research Studies Identified Several
Factors Contributing to Post-Transplant Success

~® o =Multidisciplinary teams
m\w = Multidisciplinary teams bring together a variety of skills to treat patients pre- and
) post-transplant
e " Higher volume
= Several surgeons reported that higher volume is associated with better outcomes

= Many academic studies conclude that volume and patient outcomes are positively
related but do not identify consistent minimum volume thresholds

= OPPAGA Report No. 19-11 recommended that the Legislature consider directing
AHCA to create an advisory panel of transplant hospital representatives to examine
clinical research and data and develop recommended volume thresholds

p = Other factors identified in academic research

- = |nclude patient demographics and health characteristics or hospital and center-
specific characteristics, such as staffing ratios and surgeon skill

= Post-transplant care

o Access to needed medications, adhering to medication schedules, regular follow-
up care, and maintaining a healthy lifestyle

9



Stakeholders Identified Several Challenges to
Florida’s System

@ Misunderstanding or lack of support for organ donation

@\ Needing financial support to cover the costs incurred by living
donors

ag Issues in hospital communication with families

L3
e

Lack of consistent organ donation education in tax collector
offices

=
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AHCA's Fees and Revenues are Designed to be
Used for Multiple Purposes, Including Education
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AHCA collects fees from OPQOs and tissue and eye banks
o Statutes require AHCA to use the fees to cover its regulatory costs for these
entities, support the donor registry and donor education, and the costs of an
advisory board that no longer meets

AHCA collected $670,039 in fees for FY 2018-19, but only spent $78,228 on
regulating OPQOs and tissue and eye banks

AHCA paid Donate Life Florida the revenues DHSMV and county tax
collectors collected in voluntary contributions and left the excess revenues in

its trust fund

o Donate Life Florida operates the state’s donor registry and provides donor
education under contract with AHCA

"



States Have Passed Legislation to Address
Living Organ Donation and Improve Registration

=

To improve organ availability through
living organ donation

= Require certain employers to offer paid
leave to living organ donors

= QOffer tax credits or tax deductions to
living donors or to employers who allow
employees a leave of absence for living
organ donation

= Prohibit insurance providers from
denying coverage to living donors
based solely on their status as living
donors

=

To improve donor registration

= Focus on education and public
awareness of donor registration

= Expand the opportunities to register as
an organ donor

12




Legislative Options to Improve
Organ Availability

= Increase the rate of living organ donation
= Increase public support for organ donation

= |ncrease the number of registered donors

13



Florida Legislative Options to Improve Organ
Availability

= Education

= |ncrease public education about both living and deceased organ donation

= Add the topic of organ donation to continuing education requirements for health care

professionals and to high school curriculum requirements (e.g., health science
classes)

= Employers

,&\ o Offer employers a corporate income tax or insurance premium tax credit for

expenses incurred related to paying an employee or obtaining temporary assistance
- during the employee’s leave of absence for living organ donation

= Require state and local government employers to offer paid leave for living organ
donation

= Coverage

t'{

= Allow Medicaid to cover medical expenses incurred by living organ donors

= Prohibit insurers from denying coverage to living organ donors based solely on their
status as living donors

14



Florida Legislative Options to Improve Organ
Availability

'* = Funding
= Direct AHCA to use all excess revenues from fees paid by OPQOs and tissue
and eye banks for public education on donation

7 " Registration
= Require county tax collectors to allow prominent display of organ donation
educational materials in their offices

= Expand the opportunities to register as an organ donor to include additional
points of access such as hunting and fishing licenses and state agency
webpages

15



Summary

ATA Organ National organ allocation policy changes will negatively affect Florida’s supply of
— Allocation kidneys and livers; most people on Florida wait lists (86%) need kidneys
Transplant Post-transplant success can be enhanced by multidisciplinary teams and higher
% Success Vvolume at transplant centers

|
@ Barriers
I

Challenges stakeholders identified include misunderstanding or lack of support
for organ donation and living donors needing financial support to cover their
costs

—

Other
States

To increase organ availability, other states have implemented legislation to
support living organ donation and increase donor registration

16




Summary of Legislative Options for
Consideration

= Education

= |ncrease public education about both living and deceased organ donation

= Add the topic of organ donation to education requirements for health care professionals
and to high school curriculum requirements

. Employers
- = QOffer employers tax credits for expenses related to employees acting as living donors
o Require state and local government employers to offer paid leave for living organ

iy, 1

donation
= Coverage

= Allow Medicaid to cover living donor medical expenses
= Prohibit insurers from denying coverage to living organ donors

= Funding
= Direct AHCA to use all excess revenues from fees paid by OPOs and tissue and eye
banks for public education on donation

= Registration

o Require county tax collectors to allow prominent display of organ donation educational
materials in their offices

= Expand the opportunities to register as an organ donor to include additional points of

access such as hunting and fishing licenses and state agency webpages 17
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Research Memorandum

January 22, 2020

OPPAGA Review of Florida’s Organ Donation
and Transplantation System

SCOPE

As directed by the Legislature, OPPAGA examined Florida’s organ donation and transplantation
system, including its performance, challenges, and opportunities for improvement. This research
memorandum provides background information on the system, federal and state policy changes, and
stakeholder revenues and costs. The memo addresses seven questions.

1. How does the organ donation and transplantation system function and what are the roles of its

key players?

2. How have federal and state organ donation and transplantation policies changed over the past
25 years?

3. What are the projected impacts on Florida of changes to OPTN national organ allocation
policies?

4. How has Florida’s organ donation and transplantation system performed over time and in
comparison to other states?

5. What factors enhance transplant success and what challenges are associated with organ
donation and transplantation?

6. What policies have other states and countries pursued to improve organ availability?

7. What options could the Legislature consider to improve organ availability in Florida?

SUMMARY

The organ donation and transplantation system consists of an extensive network of federal, state, and
local entities, as well as individual organ donors, recipients, and individuals on organ transplant
waitlists. The process of organ donation relies on coordination among these entities to match organs
from donors to individuals on organ transplant waitlists.



Two federal agencies oversee all organ transplant programs across the U.S. At the state level, the
Agency for Health Care Administration (AHCA), the Department of Highway Safety and Motor Vehicles
(DHSMV), county tax collectors, four Organ Procurement Organizations (OPOs), 12 transplant centers,
and donor hospitals comprise the state’s organ donation and transplantation system. (See Exhibit 1.)
Exhibit 1

Multiple Entities at the Federal, State, Regional, Local, and Private Levels Participate in the Oversight and
Implementation of Florida’s Organ Donation and Transplantation System

Role Within the Organ Donation and Transplantation System

U.S. Department of Health and Federal Oversees the two federal agencies responsible for organ procurement and

Human Services transplantation regulation

Centers for Medicare and Medicaid Federal Monitors procurement and transplant program success and quality

Services (CMS)

Health Resources and Services Federal Oversees the Organ Procurement and Transplantation Network and

Administration (HRSA) contractors (United Network for Organ Sharing and Scientific Registry of
Transplant Recipients)

Scientific Registry of Transplant Private/Nonprofit Provides statistical and other analytic support to OPTN for the formulation and

Recipients evaluation of organ allocation

Organ Procurement and Private/Nonprofit Maintains a national registry for organ matching and carries out numerous

Transplantation Network (OPTN) other responsibilities relating to organ procurement and transplantation

United Network for Organ Sharing Private/Nonprofit Operates OPTN under contract with HRSA

(UNOS)

Agency for Health Care State Contracts with Donate Life Florida for online donor registration and education

Administration system; coordinates with DHSMV to obtain donor registry funding; certifies and
monitors organ procurement organizations for compliance and collects fees

Donate Life Florida Private/Nonprofit Contracts with AHCA to operate a statewide online donor registry and to
provide donor education

Department of Highway Safety and State Coordinates with county tax collector offices where donor education and

Motor Vehicles registration occur when issuing driver licenses and identification cards;

encourages and registers organ donors when issuing identification cards and
driver licenses; provides donor educational materials; collects voluntary
financial contributions to donor registry

County Tax Collector Offices Local Encourage and register organ donors when issuing identification cards and
driver licenses; may provide donor educational materials; collect voluntary
financial contributions to donor registry

Organ Procurement Organizations Regional Within the State Follow policies set by CMS and OPTN; primarily responsible for procuring
(Certified by CMS) organs and matching donor organs to patients on waitlists and coordinating
with hospital transplant centers for transport of matched organs
Transplant Centers Local/Private/ Evaluate patients to determine eligibility to be placed on waitlists and suitability
Nonprofit of and procuring organs at donor hospitals after being contacted by an OPO;
perform transplant surgeries and conduct pre- and post-transplant care
Donor Hospitals Local/ Private/ Responsible for timely notification of OPQ in their region of death or imminent
Nonprofit death of a patient who is a viable organ donor

Source: OPPAGA analysis of state and federal laws and rules and stakeholder interviews.

Florida has improved its rate of donor registration over time, and the number of organ transplants
performed has increased. The state compares favorably to the rest of the nation in how quickly people
on waitlists receive transplants but fares similarly or worse in mortality rates. Federal and state
policies related to the organ donation and transplantation system have been modified over the years,
and recent federal policy changes have potential positive and negative impacts for Florida. Since 2017,
OPTN committees have made or adopted proposals to change allocation policies for lungs, livers,
hearts, kidneys, and pancreases. UNOS projections indicate that these changes would have positive
impacts on Florida for lung, heart, and kidney-pancreas transplants, but the changes would have



negative impacts for kidney and liver transplants.! These policy changes are particularly important
for Florida due to the fact that kidney and liver transplants are the most common types of transplants
in the state. In addition, Florida’s population age 65 and above is projected to continue to increase,
and individuals in this age group in Florida have a higher rate of kidney transplants than the U.S. as a
whole.?

Factors that may lead to higher transplant success rates include multidisciplinary teams, volume,
patient demographics and hospital and center characteristics, post-transplant care, and regulation of
the organ transplantation system. Our research also identified some of the challenges regarding organ
donation and transplantation. These challenges include misunderstanding or lack of support for organ
donation; need for financial support to cover the costs incurred by living donors; and hospital
personnel mishandling communication with families. Other states have considered or adopted
legislation to increase organ donor availability through policies to increase both the number of living
donors and registered organ donors. Other countries have implemented policies that aim to increase
organ donation and availability rates and decrease the time patients spend on waitlists. We present
options for the Legislature’s consideration to improve organ availability in Florida by increasing the
rate of living donation and increasing organ donor registration.

QUESTIONS AND ANSWERS

How Does the Organ Donation and Transplantation System
Function and What Are the Roles of Its Key Players?

Federal Entities’ Roles

The Centers for Medicare and Medicaid Services and the Organ Procurement and
Transplantation Network are the primary federal agencies with oversight of organ
transplantation policies and practices. At the federal level, two agencies in the U.S. Department of
Health and Human Services (HHS) oversee organ transplant programs: the Centers for Medicare and
Medicaid Services (CMS) and the Health Resources and Services Administration (HRSA). CMS
monitors transplant program success and quality, holds transplant centers accountable through its
published Medicare Conditions of Participation, and requires all transplant centers to develop,
implement, and maintain a written, comprehensive, data-driven quality assessment and performance
improvement program designed to monitor and evaluate performance of all of their transplantation
services. CMS has also established extensive requirements for organ procurement organizations
(OPOs). There are 58 OPOs in the U.S. that are responsible for working with donor hospitals to help
place donor organs for transplant. CMS requirements for OPOs are designed to ensure quality as a
condition of Medicare and Medicaid coverage and recertification every four years.3 (See Exhibit 2.)

1UNOS also provided data for the impact of changes in the pancreas allocation process. However, there were too few transplants to show a
meaningful difference.

21n 2018, 20.9% of kidney transplants nationwide were for the age group 65 and above, compared to 26.8% of kidney transplants in Florida. (The
nationwide figure is from UNOS, which provided data for all states combined, including Florida.)

3 These requirements include standards for donation outcome measures; participation in OPTN; relationships with hospitals, critical access
hospitals, and tissue banks; administration and governing body; human resources; data reporting; information management; requesting consent;
evaluation and management of potential donors and organ placement and recovery; organ preparation and transport; quality assessment and
performance improvement; and emergency preparedness. See CFR Title 42 §486.301 to 486.360.
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Exhibit 2
Federal Oversight of the Organ Donation and Transplantation System

U.S. Department of Health and Human Services

Centers for Medicare and Health Resources and Services Administration,
Medicaid Services Division of Transplantation

Establishes Conditions of
Participation for Transplant Centers
and Conditions for Coverage for

Organ Procurement Organizations Scientific Registry of Organ Procurement and
Transplant Recipients Transplantation Network
Provides detailed data reports on Establishes policies and by-laws for
transplant programs and organ transplant centers and organ
procurement organizations procurement organizations

Source: OPPAGA analysis of HHS and HRSA organizational charts and documents.

The Organ Procurement and Transplantation Network (OPTN) is the private nonprofit established in
1984 by the National Organ Transplant Act.* The act directed the HHS secretary to contract for the
establishment and operation of OPTN. Federal law gives OPTN numerous responsibilities, including
establishing a national list of individuals who need organs, a national system to match organs and
individuals, membership criteria, and medical criteria for allocating organs and providing the public
an opportunity to comment with respect to such criteria.> OPTN is also required to maintain a 24-hour
telephone service to facilitate matching organs with individuals included in the list, assist organ
procurement organizations in the nationwide distribution of organs equitably among transplant
patients, and adopt and use standards of quality for the acquisition and transportation of donated
organs. Among its other responsibilities, OPTN is also required to coordinate, as appropriate, the
transportation of organs from organ procurement organizations to transplant centers; provide
information to physicians and other health professionals regarding organ donation; collect, analyze,
and publish data concerning organ donation and transplants; carry out studies and demonstration
projects for the purpose of improving procedures for organ procurement and allocation; and work
actively to increase the supply of donated organs.

In 2000, HHS established a final rule that provided a regulatory framework for the structure and
operations of OPTN.6 The rule includes making the OPTN board of directors responsible for
developing, with the advice of the OPTN membership and other interested parties, policies within the
mission of OPTN as set forth in the act and the secretary’s contract for operation of OPTN, including
policies for equitable allocation of cadaveric organs. The allocation policies must meet several

41984 Public Law 98-507.
5 Title 42 USC 274.
6 CFR Title 42 Part 121.




provisions, including being based on sound medical judgment, seeking to achieve the best use of
donated organs, preserving the ability of a transplant program to decline an offer of an organ, being
specific to each organ type or combination of types, and not being based on a candidate’s place of
residence or place of listing, with exceptions.” The final rule requires that the board of directors shall
provide opportunities for OPTN membership and other interested parties to comment on proposed
policies and take their comments into account.8 Compliance with the policies is voluntary, but the
OPTN board can recommend that the secretary make the policy enforceable.® However, OPTN has
never asked for enforcement of one of its policies.

OPTN has established operational rules that include transplant policies and membership requirements
with by-laws for transplant centers and organ procurement organizations.!® The United Network for
Organ Sharing (UNOS), a private, non-profit organization under contract with HRSA, manages OPTN
and develops the requirements for its operation. Under contract with HHS, the Scientific Registry of
Transplant Recipients (SRTR) is responsible for providing statistical and other analytic support to
OPTN for the formulation and evaluation of organ allocation. OPTN also uses SRTR data to evaluate
transplant center performance.

OPTN establishes OPO performance requirements and reviews an OPO whose observed organ yield
rates fall below the expected rates by more than a specified threshold. OPTN has additional OPO
membership requirements for quality assessment and performance improvement, the relationship
with transplant hospitals, laboratory testing services, tissue bank services, education plans, organ
allocation plans, personnel, patient confidentiality, and donation after circulatory death protocols.

OPTN’s Membership and Professional Standard Committee (MPSC) evaluates transplant program
compliance through medical peer review and by monitoring the SRTR’s analyses of transplant
programs’ one-year patient and graft survival rates. In addition to transplant program quality, OPTN
also monitors programs’ waitlist data integrity, and organ allocation policy compliance, and conducts
on-site surveys, desk reviews, and patient safety investigations.

The MPSC plays a large role in the accountability of OPOs and transplant programs and can take action
against them by issuing warning letters or letters of reprimand, requiring corrective action plans, or
recommending that the OPTN board of directors place the transplant program/member on probation
or declare the member to be not in good standing. Based on review and hearing of the MPSC’s
recommendations, the OPTN board of directors can notify the HHS secretary, who can take further
action such as removing one or more of the member’s designated transplant programs or terminating
the member’s ability to receive Medicare or Medicaid funding.

UNOS also assists with the regulation and oversight of the U.S. organ transplantation system. UNOS’s
Department of Member Quality works with the OPTN MPSC to monitor transplant member
performance and ensure that all transplant programs are in compliance with transplant standards.
Like the MPSC, UNOS member quality staff conduct various ongoing reviews to evaluate OPTN member
compliance with OPTN bylaws and policies. When reviews identify non-compliance, the UNOS
member quality staff compile information on the cases for the MPSC to make decisions on the

7 CFR Title 42 §121.8.

8 See Making OPTN Policy for a description of the OPTN policy making process.

9 Per CFR Title 42 §121.4. To make a policy enforceable, the OPTN board must provide the secretary with the proposed policy at least 60 days before
implementation. If OPTN does refer the policy for enforcement, per CFR Title 42 §121.4, the secretary sends significant proposed policies to the
Advisory Committee on Organ Transplantation established under CFR Title 42 §121.12, and otherwise follows the process outlined in the CFR.

10 See the OPTN Organ Procurement and Transplantation Network Policies and Organ Procurement and Transplantation Network Bylaws.
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appropriate monitoring or action. Overall, the role that UNOS staff plays in the regulatory process
varies based on the type of review (e.g., peer visits, transplant program activity, transplant program
outcomes, patient safety compliance check, and member compliance).

State, Regional, and Local Entities’ Roles

The primary state agencies involved in the organ donation and transplantation system in
Florida are the Agency for Health Care Administration and the Department of Highway Safety
and Motor Vehicles, with assistance from county tax collectors. AHCA is required by statute to
contract for a statewide organ donor registry coupled with a program for donor education.!!
Accordingly, the agency contracts with Donate Life Florida for an online donor registration and
education system. AHCA also coordinates with

DHSMV in obtaining funding for the donor registry. | )

Recently, CMS gave AHCA and similar agencies in  BEFHERa AN ) E T L RRE e e e e
other states responsibility for conducting on-site

surveys of transplant centers for compliance with Agency for Health Care Administration

CMS regulations. In addition, AHCA is required by Department of Highway Safety and Motor
statutes to establish a program for the certification of Vehicles

organizations that procure organs, tissue, and eyes for County Tax Collectors

transplantation, to set forth appropriate standards Donate Life Florida

and guidelines for these organizations, and to monitor Organ Procurement Organizations

them for compliance.1213 AHCA is also responsible for Donor Hospitals

collecting fees from organ procurement organizations
and tissue and eye banks to support the cost of the
certification program, an advisory board, the donor
registry, and organ and tissue donation education.1415

Transplant Centers

Driver license offices operated by DHSMV and county tax collectors encourage and register organ
donors when issuing identification cards and driver licenses. Driver license employees ask applicants
if they want to be an organ donor and, if so, to enter their information into the state’s driver license
data system, which sends a nightly download of this information to Donate Life Florida. DHSMV also
collects voluntary contributions to the donor registry that citizens submit when paying for an
identification card, driver license, or motor vehicle registration. Nearly 90% of Florida’s registrations
are via driver license offices. (See Appendix A for details on the demographic characteristics of donor
registrants.)

11 Section 765.5155, E.S.

12 Section 765.541, E.S.

13 OPPAGA excluded tissue and eye banks from the scope of this review.

14 Section 765.544, F.S.

15 Section 765.543, F.S., creates an Organ and Tissue Procurement and Transplantation Advisory Board to assist AHCA and the Florida Medical
Examiners Commission, but AHCA reports that the board has not been active since 2015.
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Several other entities play a significant role in Florida’s organ donation and transplantation
system. Donate Life Florida contracts with AHCA to operate a statewide online donor registry and to
provide a donor education program. Donate Life Florida is a non-profit organization established in
1997 from a coalition of organ, tissue, and eye recovery programs in Florida and other individuals and
organizations. Funding for Donate Life Florida is provided by the organ procurement organizations
and voluntary contributions made by Floridians during license or motor vehicle transactions, and
other fund-raising initiatives or private donations. As of December 31, 2018, over 10 million people
were enrolled in the Joshua Abbott Organ and Tissue Donor Registry that Donate Life Florida operates.
There is some regional variation in donor registration rates across Florida. Florida’s three largest
counties by population (Miami-Dade, Broward, and Palm Beach) have the three lowest donor
registration rates at 35%, 31%, and 36%, respectively, with the exception of Gadsden County, which
has a 35% registration rate.'® (See Exhibit 3.)

Exhibit 3 The state has four Organ Procurement
Organ Donor Registration Rates by County, December 2018 | Organizations (OPOs), each of which is

responsible for a donation service area.
—
‘}r'

(See Exhibit 4.) OPOs must be certified
by the Centers for Medicare and
Medicaid Services and abide by CMS
regulations as well as be members of
OPTN and follow OPTN’s policies.
OPOs are primarily responsible for

Legend

. 60-69%

| procuring organs from deceased
0 o donors, using a national database to

match donor organs to patients on
O on waiting lists, and coordinating with
B voce hospital transplant centers for

Department of Highway Safety
and Motor Vehicles operates drivers license
ofices (remainder operated by tax collector)

transport of matched organs. To
increase donor registration, they
provide education on organ donation

to employees of driver license offices
Source: OPPAGA analysis of data from the Donate Life Florida 2018 Annual Report. and p]ace educational materials in

these offices. OPOs offer opportunities
for volunteering to raise awareness about the importance of registering as a donor.

Any of the state’s Class I or Class Il hospitals can act as a donor hospital for organ donation. Hospitals
are responsible for timely notification of the applicable OPO in their area of a death or imminent death
of a patient who is a viable organ donor. The state has 12 hospital transplant centers with
responsibilities that include evaluating patients to determine waiting list eligibility and suitability and
procurement of organs at donor hospitals.l” They perform transplant surgeries and conduct pre- and
post-transplant care.

16 Donor registration rates are the percentage of customers who say “yes” when asked, “Do you want to be a donor?” during a driver license
transaction; the registration rate for Florida overall is 49%.

17 This excludes transplant centers that only perform bone marrow transplants. It also excludes Gulf Coast Medical Center, which had a transplant
program that ceased operation at the end of 2018.
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The organ donation system includes both | pyhibit 4

living and deceased donors; hospitals, | Foriga Has Four OPOs and 12 Transplant Centers
OPOs, and transplant centers work
together to procure organs from
deceased donors. Living donors may | LifeQuest *
donate one kidney, one lung, or a portion of
the liver, pancreas, or intestine. From 1988 *
through October 2019, 30% of Florida
donors were living donors, compared to
about 43% nationally.!8  Most living * = Transplant Center
donations are from family members or x X
friends. Potential living donors are
evaluated by the transplant center where
they intend to make the donation to
determine their suitability to donate.
Generally, living donors should be physically
fit, in good health, between the ages of 18
and 60, and should not have (or have had)
diabetes, cancer, high blood pressure, kidney

LifeLink

**
*

dlsease, or heart disease. Source: Donate Life Florida and the Agency for Health Care Administration.

Deceased individuals may donate kidneys,

livers, lungs, hearts, pancreases, and intestines.!® Deceased donation is limited to very specific
circumstances, and nationally, less than 1% of all U.S. deaths are candidates for organ donation. The
typical process of deceased donation occurs after a patient comes to a hospital because of illness or
accident. The medical team puts the patient on mechanical support, which keeps blood flowing to the
organs. To be medically eligible for donation, the potential donor must

= be declared brain dead and be on a ventilator to maintain heart function and blood flow to
organs; or after circulatory death, have an irreversible loss of function of the heart and lungs
and be taken off of ventilated support until their heart stops beating;

= nothave cancer or certain infections or diseases; and

= bein good health.20

When a patient is near death or has died and is a viable organ donor, Florida hospitals are required to
contact their regional OPO. The hospital gives the OPO information about the deceased patient to
confirm whether they have the potential to be a donor; if they have the potential, an OPO
representative travels immediately to the hospital. Once notified, the OPO checks the state donor
registry to determine if the deceased is a registered organ donor. If not, the OPO representative will
ask the next of kin for authorization to donate the organs.?!

18 The nationwide figure is from UNOS, which provided data for all states combined, including Florida.

19 In 2014, hands and faces were added to the organ transplant list.

20 The potential organs procured from circulatory death are lungs, livers, pancreases, and kidneys. Hearts and intestines cannot be recovered after
circulatory death.

21 Although the 2006 Revised Uniform Anatomical Gift Actand s. 765.512(1)(b), E.S., established that next-of-kin cannot override a donor’s decision
to donate organs, two of Florida’s OPOs nonetheless described a process wherein they would honor the family’s wishes if the family is vehemently
opposed to donation, even if it contradicted the deceased person’s donor registry status.
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If the OPO’s evaluation indicates donation is viable, the OPO representative will find a match for the
organs by entering information into the UNOS national database of all patients in the U.S. waiting for a
transplant. The database generates a list of patients who match the donor, and the OPO then offers
each available organ to the transplant team of each matched patient by contacting hospitals in
sequence. Once a match is identified, the OPO coordinates with the transplant center that accepts an
organ. Transplant centers at certain hospitals around the state send surgical teams to the donor
hospitals to procure their assigned organs or rely on a surgical team that is at the donor hospital to
procure another organ. The OPO representative will arrange for the transport of the organ via
ambulance, helicopter, or commercial airline, depending on the organ and the distance. The transplant
team and the recipient will be waiting at the hospital to transplant the organ as soon as it arrives.
(See Exhibit 5.)

Exhibit 5
The Organ Donation Process Is a Multi-Step Process Involving Hospitals, OPOs, and Transplant Centers

OPO obtains
authorization from

Patient dies or is
dying in donor

hospital patient’s family

OPO conducts a
medical examination

OPO coordinates with
transplant center of
matched recipient

OPO determines
donation is viable

Transplant center
sends surgical team to
determine if organ is

Surgical team
removes organ(s)

medically suitable

Source: OPPAGA analysis of the Health Resources and Services Administration’s “The Deceased Donation Process” and interviews.

In Florida, multiple entities collect and expend funds associated with organ donation and
transplantation. AHCA pays Donate Life Florida from voluntary contributions collected by the
Department of Highway Safety and Motor Vehicles. AHCA reports that its five-year contract with
Donate Life Florida is for up to $320,000; the agency allots the organization approximately $64,000
per calendar year and makes quarterly payments based on historical accounts of voluntary donations.
AHCA receives a quarterly invoice from Donate Life Florida with a DHSMV file listing donations.
DHSMYV pays the amount to AHCA, which then pays Donate Life Florida. (See Exhibit 6.)



Exhibit 6
AHCA Pays Donate Life Florida Quarterly From Donations Collected by the Department of Highway Safety
and Motor Vehicles

Fiscal Year

Quarter 2015-16 2016-17 2017-18 2018-19

July-September $6,063.93' $4,560.72 $7,452.49 $7,082.93
October-December 4,621.71 5.344.78 6,866.88 5,131.43
January-March 5,817.11 8,175.99 7,016.58 7,7115.33
April-June? 34,298.44 33,101.31 19,669.33 62,060.01
Total $50,801.09 $51,182.80 $41,005.28 $81,989.70

1 AHCA reports that it paid Donate Life Florida for the first quarter of Fiscal Year 2015-16 under a prior contract.

2 AHCA reports that April is National Donate Life Month and Donate Life Florida members work with driver license office employees and
management to help increase donor awareness and registrations through an annual campaign, which may result in increased donations during
this time period.

Source: Agency for Health Care Administration.

Donate Life Florida collects additional
revenues from donations and OPO member
dues. Donate Life Florida reports collecting
$105,233 in calendar year 2018 in voluntary
contributions from the public (from online
and memorial donations or driver license
offices), and another $55,025 from member
dues paid by OPOs, for a total of $160,258.
46.8% (See Exhibit 7.)

Exhibit 7
Donate Life Florida Revenues, Calendar Year 2018

Fees paid by OPOs, tissue banks, and eye
banks exceed AHCA's costs, but AHCA has
not used the remaining revenues for
donation education. We asked AHCA how
much it collected in fees from OPOs, tissue
= Online and memorial donations banks, and eye banks in Fiscal Year 2018-19,

Donor program membership and how it used these revenues. AHCA is
" Tax Collector or DHSMV required by statute to spend fee revenues
for the implementation, administration, and
operation of a certification program for
OPOs and tissue and eye banks, an advisory board, donor registry maintenance, and organ and tissue
donor education.22 AHCA provided data showing it collected $670,039 in fees from OPOs, tissue banks,
and eye banks in Fiscal Year 2018-19. However, the agency reports that it only spent $78,228 on the
certification program and left the remainder in the Health Care Trust Fund rather than spending it on
organ and tissue donor education.?324 (See Exhibit 8.) In addition, AHCA reports that the advisory
board has not been active since 2015.

Source: OPPAGA analysis of data from the Donate Life Florida 2018 Annual
Report.

22 Section 765.544, F.S.

23 As discussed earlier, AHCA is required by s. 765.541, F.S., to establish a program for the certification of organizations that procure organs,
tissue, and eyes for transplantation, to set forth appropriate standards and guidelines for these organizations, and to monitor them for
compliance.

24 The Health Care Trust Fund was established in s. 408.16, F.S.

10



Exhibit 8
AHCA Spent Approximately $78,000 on the Certification Program in Fiscal Year 2018-19

Salary $70,588
Expenses 7,278
Contracted Services 247
Leased Equipment 115
Total Expenditures $78,228

Source: Agency for Health Care Administration.

OPO annual reports show that three of Florida’s four OPOs report greater revenues than expenditures
in Fiscal Year 2017-18. During organ procurement, OPOs pay fees to hospitals that are a percentage
of the charges involved in the procurement process. They obtain revenues by charging transplant
centers for organs. The Life Alliance Organ Recovery Agency’s (LAORA) annual report showed that its
expenditures exceeded its revenues. LAORA administrators reported that in Fiscal Year 2017-18, they
were in the initial stages of implementing and negotiating a new case rate with hospitals. The OPO
also added staff during this time, contributing to higher expenses. (See Exhibit 9.)

Exhibit 9

Three of Four Florida OPOs Reported Higher Revenues Than Expenditures for Fiscal Year 2017-18
0PO Life Alliance Life Link Life Quest Our Legacy
Total Revenue $19,297,045 $22,344,900 $14,892,963 $19,329,030
Total Expenditures 20,962,176 19,882,958 13,120,243 19,068,059
Difference ($1,665,131) $2,461,942 $1,772,720 $260,971

Source: Organ Procurement Agency annual reports to the Agency for Health Care Administration.

Transplant centers report a wide range of charges for transplants. Hospitals report charges for
organ transplantation surgical stays to AHCA’s Florida Center for Health Information and
Transparency. Data for 2017 show that average charges for organ transplants ranged from a high of
$1.3 million for a heart transplant to a low of $252,000 for a kidney transplant. (See Exhibit 10.) These
reported charges are the raw charges and do not reflect rate negotiations with payers and also do not
include physician charges.2>

25 The payer for the transplant may be the recipient’s insurance, Medicare, or Medicaid.
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Exhibit 10
Hospitals Report Varying Charges for Transplants'?

Number of Hospital Hospital Reported Average
Medicare Severity Diagnosis Related Group (MS-DRG) Discharges Charges Charges
Heart Transplant or Implant of Heart Assist System, With 426 $533,953,848 $1,253,413
Major Complication or Co-Morbidity
Heart Transplant or Implant of Heart Assist System 53 39,147,691 738,636
Lung Transplant 78 51,430,044 659,360
Allogeneic Bone Marrow Transplant 511 317,290,325 620,920
Liver Transplant, With Major Complication or Co-Morbidity or 345 182,654,247 529,433
Intestinal Transplant
Simultaneous Pancreas/Kidney Transplant 57 24,545,970 430,631
Autologous Bone Marrow Transplant 47 19,507,922 415,062
Liver Transplant 136 47,851,968 351,853
Autologous Bone Marrow Transplant, With Complications or 504 168,372,045 334,072
Co-Morbidity, or Major Complications or Co-Morbidity
Kidney Transplant 1,054 265,580,847 251,974
Total/Average 3,211 $1,650,334,907 $513,963

1 AHCA states that charges shown are the raw charges, and that patients rarely are required to pay the full charges, so the charge comparison may
not be the most meaningful indicator of what you can expect to pay. Actual amounts paid may be significantly less due to rate negotiations with
payers. Physician charges are not included.

2 AHCA'’s data inquiry tool excludes results from those with fewer than 30 records.

Source: OPPAGA analysis of data from AHCA'’s Florida Center for Health Information and Transparency.

How Have Federal and State Organ Donation and Transplantation
Policies Changed Over the Past 25 Years?

Over the past 25 years, the U.S. Congress, various federal agencies, and the President have made
several key policy changes that have affected the organ donation and transplantation system.
(See Exhibit 11.)

Exhibit 11
Major Federal Policy Changes to the Organ Transplantation and Donation System

The U.S. Department of Congress passed the Organ The Centers for Medicare President Trump issued
Health and Human Services Donation and Recovery and Medicaid Services an executive order o
published the OPTN Final Improvement Act (CMS) established its rules advance American
Rule. for the Medicare Program's kidney health.
Hospital Conditions of
The rule was implemented Participation.
in 2000.
Congress passed the The National Conference of Congress passed the CMS established a final
Organ Donor Leave Comnissioners on Uniform HIV Organ Policy Equity rule that rescinded its
Act State Laws promuigated the (HOPE) Act review of fransplant center
Revised Uniform post-ransplant mortality
Anatomical Gift Act rates for re-approval under
(UAGA). Medicare.

September2019

Source: OPPAGA analysis of federal legislation.
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In the 1990s, new transplant techniques were developed and the country’s transplant system grew
rapidly, with the demand for organ transplants exceeding the supply of organs. In an attempt to
improve the system, in 1998, the U.S. Department of Health and Human Services published what OPTN
refers to as the “final rule,” which governs OPTN operations. The OPTN final rule was intended to
improve the effectiveness and equity of the organ transplantation system, further the development of
a nationwide organ allocation system, and encourage organ donation. HHS implemented the rule in
March 2000.

Around the same time, Congress passed two laws to aid in living organ donation. The 1999 Organ
Donor Leave Act entitles an employee in or under an executive agency to leave without loss of or
reduction in pay to serve as a bone marrow or organ donor. In 2004, Congress passed the Organ
Donation and Recovery Improvement Act, which allows the HHS secretary to award grants to states,
transplant centers, or OPOs; grants are for the reimbursement of travel and subsistence expenses for
living organ donors and for organ donor awareness and education efforts. Both of these grant
programs are still offered through HHS’s Division of Transplantation.

In 2006, the National Conference of Commissioners on Uniform State Laws promulgated the Revised
Uniform Anatomical Gift Act. The original act was promulgated in 1968 to address a critical organ
shortage by providing additional ways for making organ, eye, and tissue donations, and it was enacted
by all states. The national conference made revisions in 1987 and again in 2006 to address changes in
the field of transplantation. The 2006 changes include

= strengthening the language barring others from overriding a donor’s decision to donate
organs;

= facilitating donations by expanding the list of those who may make an anatomical gift for
another individual during that individual’s lifetime to include health care agents and, under
certain circumstances, parents or guardians;

= enabling procurement organizations to gain access to documents of gifts in donor registries,
medical records, and the records of a state motor vehicle department; and
= updating the act to allow for electronic records and signatures.

In 2007, CMS established its rules for the Medicare Program’s Hospital Conditions of Participation,
requiring all transplant programs to comply with these requirements. The requirements are meant to
protect the health and safety of both transplant recipients and living donors, and they focus on a
transplant program'’s ability to perform successful transplants and deliver quality care as evidenced
through outcomes, policies, and procedures.

More recently, the 2013 Congress passed the HIV Organ Policy Equity Act, which permits donated,
HIV-positive organs to be used for transplantation in HIV-positive patients. This shortens the waitlist
for organs by allowing for greater use of HIV-negative organs in HIV-negative patients.

In July 2019, President Trump issued an executive order to advance American kidney health, as kidney
disease is the ninth-leading cause of death in the U.S. The executive order requires the HHS secretary to

= select a payment model to test innovations in compensation for providers of kidney care
services based on kidney patient cost and quality outcomes;

= select a payment model to encourage greater use of home dialysis and kidney transplants for
Medicare beneficiaries on dialysis;

= encourage the development of an artificial kidney;
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= increase utilization of available organs through establishing better metrics to evaluate OPO
performance and streamlining the kidney matching process; and

= propose a regulation to remove financial barriers to living organ donation.

Finally, in September 2019, CMS established a final rule that rescinded its review of transplant center
post-transplant mortality rates for re-approval under Medicare. CMS cited stakeholder input and
research studies that concluded that CMS’s assessment was causing some transplant centers to be
more conservative than they would be otherwise regarding the patients and organs they will take
because of concern over losing their Medicare funding. CMS expressed concern that as a result, fewer
patients had access to life-saving transplants and that viable organs were being discarded. The
expected outcome of this final rule is an increase in organ transplants and a decrease in discarded
organs. As part of this final rule, CMS also rescinded review of transplant center clinical experience
(volume) for re-approval. CMS retained review of mortality rates and clinical experience only for
initial Medicare approval of transplant centers.

Exhibit 12 While many changes affecting Florida’s organ
Major State Policy Changes to Florida’s Organ donation and transplantation system have
Transplantation and Donation System occurred at the federal level, the Florida
Legislature has passed a few key policy changes
? 1995: inch. 1995423, Laws of Florida, the in the last 25 years. (See Exhibit 12.)
Legislature revised statute to allow for voluntary ] .
contributions with license fees to the Florida Organ and In Ch. 1995-423, Laws of Florida, the Legislature
Tissue Donor Education Trust Fund. revised statutes to allow people to make a

voluntary contribution with their license fees to
the Florida Organ and Tissue Donor Education
Laws of Florida, that next-of-kin may not modify or Trust 'Fund f9r organ and tlls.sue donor
prevent a donor’s wishes to donate an organ after education.  This same law clarified that an
the donor's death. anatomical gift made by an adult and not
revoked by the donor does not require the
consent of any person after the donor’s death. It

2003: The Legislature specified in Ch. 2003-46,

2008: 1n ch. 2008-223, Laws of Fiorida, the also charged AHCA and DHSMV with developing
Legislature required AHCA and DHSMV to contract and implementing a statewide, electronic donor
for the operation of an online organ and tissue donor regi
_ gistry.
registry.
v Several years later, in Ch. 2003-46, Laws of

Florida, the Legislature specified that next-of-kin
may not modify or prevent a donor’s wishes to
donate an organ after the donor’s death.2¢ It also
clarified that organ and tissue donor cards, living wills and advance directives, driver licenses, and
other written forms serve as evidence of legally sufficient informed consent to donate an organ. In
Ch. 2008-223, Laws of Florida, the Legislature further amended the list of items that can serve as
evidence of a decedent’s informed consent to donate to include entry in the organ and tissue registry.2?
This law required AHCA and DHSMV to contract for the operation of an online organ and tissue donor
registry, designated as the Joshua Abbott Organ and Tissue Registry, and an education program
regarding the laws surrounding organ donation and the need for organs in Florida.

Source: OPPAGA analysis of Florida legislation.

26 Chapter 2003-46, Laws of Florida.
27 Chapter 2008-223, Laws of Florida.
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What Are the Projected Impacts on Florida of Changes to OPTN
National Organ Allocation Policies?

In the past few years, Organ Procurement and Transplantation Network committees have attempted
to address a perceived equity issue in the allocation of organs, which has traditionally been based on
organ procurement organization donation service areas (DSAs) or OPTN regions. A DSA is the
geographic area designated by CMS that is served by one OPO, one or more transplant centers, and one
or more donor hospitals. A region is 1 of 11 geographic areas in the country used for the
administration of organ allocation and appropriate geographic representation within the OPTN policy
structure. The stated rationale for changing the current allocation methodology that uses DSAs and
regions is that this methodology is contrary to the OPTN final rule, which states that policies regarding
organ allocation shall not be based on a candidate’s place of residence or place of listing.

To this end, in 2018, the OPTN/UNOS Ad Hoc Geography Committee was formed to establish principles
and a framework to guide how OPTN policies should address future geographic distribution of organs.
The OPTN/UNOS board of directors adopted a set of principles developed by the Geography
Committee to guide future organ transplant policy relating to geographic aspects of organ distribution.
The adopted statement of principle states that deceased donor organs are a national resource to be
distributed as broadly as feasible. Any geographic constraints pertaining to the principles of organ
distribution must be rationally determined and consistently applied. Using this principle statement,
OPTN has proposed and, in some cases, implemented organ-specific allocation policy changes over
time. Since 2017, OPTN committees have made or adopted proposals to change allocation policies for
lungs, livers, hearts, kidneys, and pancreases.?8

Lung Allocation Policy Change

In 2017, OPTN implemented a policy change for lung allocation that removed the DSA method of
allocation for deceased donor lungs and replaced it with a 250 nautical mile circle around the donor
hospital. This policy change was in response to a lawsuit filed by a transplant candidate in New York
that argued that the use of DSAs as the first unit of allocation for lungs from deceased adult donors
under the OPTN Lung Allocation Policy was in direct conflict with the OPTN final rule. The complaint
further argued that the allocation policy discriminated against people such as the plaintiff based on
geography and not on medical priority. The plaintiff sought an injunction to require the acting HHS
secretary to enjoin HHS and OPTN from applying the aspect of the Lung Allocation Policy that used the
DSA as a primary unit of allocation for deceased adult lungs. The Administrator of the Health
Resources and Services Administration directed OPTN to review the lung allocation policy and
determine whether any changes needed to be made. OPTN subsequently implemented a new lung
allocation policy that has gone into effect.

Liver Allocation Policy Change and Current Lawsuit

In 2018, OPTN proposed a policy change for liver allocation that eliminates the use of DSAs for organ
allocation and replaces it with a broader framework with the stated intent to decrease waitlist
mortality rates and allow for more equity in access for liver transplant candidates. Prior to this policy
proposal, liver organ distribution policies used DSAs and OPTN regions as geographic units. Under the

28 The proposed liver allocation policy also includes intestine distribution.
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new policy, livers will first be offered to the most urgent liver transplant candidates listed at transplant
hospitals within a radius of 500 nautical miles of the donor hospital. Livers would next be offered to
candidates at hospitals within distances of 150, 250, and 500 nautical miles of the donor hospital,
based on medical urgency. The revised policy was implemented briefly but has been on hold due to a
lawsuit. A group of hospitals and individual patients filed suit, arguing that HHS and UNOS violated
the Administrative Procedures Act (APA) by failing to follow established procedures during the
policy’s development and that these actions were arbitrary, capricious, and unlawful.2%39 The group
also claimed that HHS and UNOS actions constituted a violation of the Due Process Clause of the Fifth
Amendment.3! In a separate motion, the plaintiffs asked the district court to issue a temporary
restraining order to prevent the new policy from taking effect.32

While plaintiffs made three arguments, the district court denied the group’s motion based solely on an
analysis of the initial claim that the policy failed to follow proper rule making procedures during the
policy’s development. The new policy went into effect briefly until the plaintiffs filed an appeal and
asked the district court for an injunction pending appeal. The injunction was granted and placed the
previous liver allocation policy in effect. The appellate court determined that the district court
correctly decided that HHS and UNOS’s interpretation of the rule making procedure was the more
reasonable one but remanded the case to the district court to decide the remaining two claims.33 At
the time of our review, the parties were in discovery, with the district court determining what, if any,
additional information will be exchanged. Implementation of the policy is still on hold.

Heart Allocation Policy Change

In 2019, OPTN approved a policy change for heart allocation that replaced the DSA-level of allocation
for deceased donor hearts with a 250 nautical mile circle around the donor hospital. The goal of this
change is to make heart allocation policy more consistent with the final rule and provide more equity
in access to transplantation regardless of a candidate’s place of listing. This policy is expected to go
into effect in January 2020.

Kidney and Pancreas Allocation Policy Change

Also in 2019, OPTN proposed additional policy changes for both kidney and pancreas allocation that
would remove the DSA and regional boundaries used in the current organ allocation system and
allocate using a 500 nautical mile circle around the donor hospital. The goal of these proposals is to
provide consistent distribution units and promote patient access to transplant. Both proposals were
open for public comment until October 2019 and were pending further action at the time of our review.

29 The plaintiffs argue that because the liver-allocation policy is a significant policy, the defendants violated the law by neither referring the policy
or publishing the policy in accordance with 42 CFR §121.4(b), which states that “[t]he Secretary will refer significant proposed policies to the
Advisory Committee on Organ Transplantation established under § 121.12, and publish them in the Federal Register for public comment.” HHS
and UNOS disagree and claim that the provision only applies when the policy at issue is one that OPTN’s board recommends to be enforceable or
when the policy at issue is one that relates to such other matters as the secretary directs in accordance with the opening provisions of the statute.

30 In Count II, the plaintiffs assert that HHS and UNOS’s decision to approve the April 2019 policy in a limited time frame was arbitrary and
capricious.

31In Count III, the plaintiffs contend that they were not given notice or meaningful opportunity to be heard before the policy was adopted in
violation of the Fifth Amendment, which provides individuals with the right to be heard regarding “governmental decisions which deprive
individuals of [‘life,’] liberty’ or ‘property’ interests.” Mathews v. Elderidge, 424 US 319, 332 (1971).

32 To determine if the court should issue injunctive relief, the court must decide, among other things, that the party requesting relief has a substantial
likelihood of success on the merits. The standard for obtaining preliminary injunctive reliefis “(1) substantial likelihood of success on the merits;
(2) irreparable injury will be suffered unless the injunction issues; (3) the threatened injury to the movant outweighs whatever damage the
proposed injunction may cause the opposing party; and (4) if issued, the injunction would not be adverse to the public interest.” McDonalds’
Corp. v. Robertson, 147 F.3d 1301, 1306 (11t Cir. 1998).

33 The appellate court indicated that the remaining issues to be decided by the district court are context intensive and fact dependent and will hinge
on whether UNOS is an agency under the APA.
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Exhibit 13 summarizes the actual and projected effects on Florida of the federal organ allocation policy
changes based on data provided by UNOS. The most significant negative effect results from the kidney
and liver allocation proposals. The number of transplants for both organs would decrease under the
new policies, with an 11% decrease for livers and a 24% decrease for kidneys.

Exhibit 13
UNOS Projects That Changes in Organ Allocation Policies Will Have Both Positive and Negative Effects on
Florida'?

Annual Number of Annual Number of Percentage

Transplants Pre-Change  Transplants Post-Change  Difference Difference
Lung—Actual Volume over 1.5 Years 248 302 +54 +22%
—Projected Average 245 262 +17 +7%
Liver—Projected Average 459 408 -51 -11%
Heart—Projected Average 273 294 +21 +8%
Kidney—Projected Average 738 558 -180 -24%
Kidney-Pancreas—Projected Average 46 64 +18 +39%

1 For the projected averages, UNOS provided data showing what happened in 2017 under the distribution model in use at that time and what would
have happened in 2017 under the revised distribution model.

2UNOS also provided data for the impact of changes in the pancreas allocation process. However, there were too few transplants to show a
meaningful difference.

Source: United Network for Organ Sharing.

How Has Florida’s Organ Donation and Transplantation System
Performed Over Time and in Comparison to Other States?

Florida’s Donor Registry Trend

Florida has improved its rate of donor registration over time. Donor registries are an important
tool in increasing the availability of organs for transplant. Florida has improved its rate of donor
registration over time, both in whole numbers and as a percentage of the population. In 2009, Florida
had 5,275,904 registered donors, compared to 10,674,300 in 2018. As a percentage, Florida increased
its donor registration rate of adults 18 and older from 36% in 2009 to 59% in 2017. (See Appendix B

" for more information on the trends in donor
Exhibit 14 registration.) In 2018 (the most recent data
Florida Performs Better Than lts Peer States in : ' L .

. o available), 38% of eligible deaths were registered
National Rank for Donor Registrations

: donors.3*
National Rank for Donor
a Reglstlons Florida also compares favorably to peer states in its
o e rate of donor registration. Florida is the third most
Califomnia 1 populous state, after California and Texas, followed
e 15 by New York and Pennsylvania. It ranks higher
than these states in the percentage of adults

New York 50 . dasd See Exhibit 14

Source: OPPAGA analysis of data from Donate Life America, 2018 reglstere as donors. ( ee Exhibit )

Annual Update.

34 Nationally, 33% of eligible deaths were registered donors.
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Florida’s Trend for Organ Transplants and Actual Number of Donors

Florida is similar to the rest of the nation with an upward trend in organ transplants performed
in 2018. (See Exhibit 15.) Nationally, the number of organ transplants from deceased and living
donors increased 5% from 2017 to 2018. In Florida, the number of organ transplants from deceased
and living donors increased about 7% from 2017 to 2018; transplants from living donations increased
by 14% and transplants from deceased donation increased by 4%.

Nationally, some of the increase in
deceased donation is due to the
increased usage of donors with
medical criteria that would have
excluded them from donation
previously. Nearly 20% of donors in
2018 donated after circulatory death
as opposed to brain death, 9%
involved organs with a kidney donor
profile index of 86% or higher, and
more donors were 50 or older or
identified as having increased risk for
blood-borne disease.3>36

There are many factors determining
whether a potential deceased donor
becomes an actual donor. For
deceased donations, an OPO needs to
gain consent from the deceased
person’s family, the transplant

Exhibit 15
The Number of Florida Transplants Has Increased

2,471

The number of organ transplants has
increased by 2,014 between 1988 and 2018.

Kidneys were the most frequent type of transplant.

1988 2018

Source: OPPAGA analysis of OPTN data.

hospital needs to accept the organ, and the organ must be successfully and quickly delivered to the
donor hospital. Florida has increased its numbers of actual organ donors over time, including deceased

Exhibit 16

31
25

61
1988
=All Donor Types

Source: OPPAGA analysis of OPTN data.

The Number of Florida Organ Donors Has Increased Over Time

= Deceased Donor

donors and living donors.
(See Exhibit 16). Nationally,
in 2018, about 81% of the
transplants involved organs
from deceased donors, while
706 in Florida, 70% of transplants
were from deceased donors,
which has remained roughly
consistent over time.

008

302

2018

Living Donor

35 Organ Transplants in United States Set Sixth Consecutive Record in 2018 (2019).
36 Higher scores are associated with shorter expected functioning of the kidney relative to all the kidneys recovered in the U.S. during the last
year. A kidney with a score of 86% is expected to have shorter longevity than 86% of all recovered kidneys.
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Florida’s Waitlist Outcomes

Exhibit 17
The Vast Majority of People on Florida’s Transplant Waitlist Florida compares favorably to the
Are Waiting for a Kidney' rest of the nation in how quickly

2% people on waitlists receive
transplants but fares similarly or
worse in mortality rates. Each year,
9% the number of people on a waitlist for
organ donation grows and continues
to outpace both the number of donors
and organ transplants. As of
June 4, 2019, Florida had 5,461 people
on an organ transplant waitlist. Of
those, 86% were waiting for a kidney.
(See Exhibit 17.) Nationally, this
compares to almost 84% of people on
an organ waitlist who are waiting for a

kidney.
= Pancreas (10 people), Kidney/Pancreas (53 people), and Lung (69 people)

" eat (228252;;‘?55) The Scientific Registry of Transplant
Kidney (4,706 people) Recipients produces outcome
1 An additional 13 people were waiting for other types of transplants: 3 for a heart- assessments for all transplant
lung transplant, 8 for an intestine transplant, and 2 for an abdominal wall programs in the US. u Sil’lg a five-tier

transplant. ) -
Source: OPPAGA analysis of OPTN data, June 4, 2019. metric for getting a deceased donor

transplant faster.3” This metric
assesses how quickly those on the waitlist get a transplant during the two-year period evaluated
relative to how quickly they would be expected to get a transplant based on national data. The metric
provides a measure of the rate at which the program finds deceased donor organs for its
candidates.3%39 Tiers 1 and 2 indicate that the center is performing worse than expected, Tier 3 that
the center is performing roughly as expected, and Tiers 4 and 5 that the center is performing better
than expected.40

Florida's organ transplant programs generally do better than the rest of the nation based on SRTR’s
measure for getting adults a deceased donor transplant faster after controlling for the characteristics
of the population served. As of July 2019, 47% of Florida's 45 rated transplant programs were in the
top two of five performance tiers for getting a deceased donor transplant faster, compared to just 27%
of the programs in the rest of the U.S.#1 (See Exhibit 18.)

37 A transplant program is organ specific within a single transplant center. Transplant centers that conduct transplants for more than one organ
would thus have more than one transplant program, and multiple rankings.

38 The strength of the tier-rating system is that it controls for the characteristics of the patients served, the organs used, and the volume of
transplants conducted. The tiers are based on the ratio of how many on the waitlist actually received a transplant relative to how many would
be expected to receive a transplant given their age, how sick they are, and how many transplants are conducted at the program. If Florida’s
transplant centers had older and sicker transplant patients, the tier ranking they received would not penalize them for these factors; rather, it
should reflect their performance. The tier ranking also takes into account the likelihood of getting an especially high or low tier score due to a
small volume of transplants.

39 SRTR excludes individuals who undergo living donor transplants from the analysis.

40 Ratings are based on a probabilistic estimate, thus a specific rating represents a range of outcomes that are driven by both performance relative
to expected performance as well as the volume of transplants in a program. For details about the computation of the rating tiers, see SRTR’s
Calculating the 5-tier Assessments: A Guide for Pre-and Posttransplant Metrics.

41 Two programs in Florida and 106 programs elsewhere had no rating.
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Exhibit 18
Florida Had a Higher Percentage of Programs That SRTR Assessed as Better Than Expected for Adults
Getting a Deceased Donor Transplant Faster Than the Rest of the U.S."

Adults Getting a Transplant Faster Percentage of Florida’s Transplant Percentage of Rest of U.S.
Tier Rating: Higher Score Is Better Programs Within Tier (n=45) Within Tier (n=785)

1 7% 8%

2 16% 34%

3 31% 31%

4 22% 19%

5 24% 8%

Better Than Expected (Tiers 4 and 5) 47% 27%

Worse Than Expected (Tiers 1 and 2) 22% 42%

1 Numbers are rounded; totals are rounded only after summing original unrounded numbers.
Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 to June 30, 2019, program-specific reports.

SRTR also assesses all transplant programs in the U.S. using a five-tier system for survival on the
waiting list, where higher tiers show better outcomes.*? The five-tier assessment for survival on the
waiting list is based on a measure of how many patients die compared to how many are expected to
die while waiting for an organ transplant. Tiers 1 and 2 indicate that the center is performing worse
than expected, Tier 3 that the center is performing roughly as expected, and Tiers 4 and 5 that the
center is performing better than expected.

Compared to the rest of the nation, Florida's programs perform similarly or worse than would be
expected based on SRTR’s measure for mortality while on the waiting list. (See Exhibit 19.) While
Florida had a similar percentage of programs rated in the top two performance tiers for adult survival
on the waiting list, the state had 29% of transplant programs in the bottom two tiers, or worse than
expected, compared to 21% for the rest of the nation. (See Appendix C for the performance of
individual Florida transplant centers and programs.)

Exhibit 19
Florida Had a Higher Percentage of Programs That SRTR Assessed as Worse Than Expected For Adult
Waitlist Mortality Than the Rest of the U.S.'

Adult Waitlist Mortality Percentage of Florida’s Transplant Percentage of Rest of U.S. Within Tier
Tier Rating: Higher Score Is Better Programs Within Tier (n=45) (n=785)
1 9% 5%
2 20% 16%
3 33% 44%
4 31% 27%
5 7% 8%
Better Than Expected (Tiers 4 and 5) 38% 35%
Worse Than Expected (Tiers 1 and 2) 29% 21%

1 Numbers are rounded; totals are rounded only after summing original unrounded numbers.
Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 to June 30, 2019, program-specific reports.

42 The tiers are based on the ratio of how many actually died on the waitlist relative to how many would be expected to die given the ages of people
on the waitlist, how sick they are, and how many transplants are conducted at the program.
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OPPAGA'’s analysis of data from UNOS shows that Florida compares similarly or favorably to the
nation for kidney and liver waitlist trends.*> OPPAGA analyzed UNOS data showing outcomes of
patients within three years of being placed on a transplant waitlist in Florida and in other states between
1988 and 2015. Florida’s trend in waitlist registrations added for kidneys generally follows the same
pattern of increase as the U.S. as a whole, with an increase in registrations over time. As registrations
(demand for kidneys) grew rapidly, likely outstripping the growth in supply of kidneys, there was a
decline in the percentage of new registrants who were able to receive a kidney. However, Florida’s
percentage of patients who received a deceased donor transplant within three years of registering on
the waitlist has remained better than the nation as a whole over time. In addition, Florida's percentage
of patient deaths within three years of registering on the waitlist for a kidney has been similar to or
slightly lower than the rest of the nation since 1988. (See Exhibit 20.)

Exhibit 20
Florida Compares Similarly or Favorably to the Nation for Kidney Waitlist Trends

Florida United States
Waitlist Measure 1988 2015 1988 2015

Number of Waitlist Registrations Added 463 1,951 11,553 34,648
Percentage of Deceased Donor Transplants 73% 31% 59% 22%
Within Three Years of Registering on Waitlist

Percentage of Deaths Within Three Years of 5% 12% 6% 12%

Registering on Waitlist'

1 The measure reflects the percentage of registrants who were removed from the waitlist due to death or being too sick to transplant, or who died
after exiting the waitlist for other reasons.
Source: OPPAGA analysis of UNOS data.

OPPAGA’s analysis of UNOS data on liver waitlist trends yielded similar results as for kidney waitlist trends.
Florida has increased the number of waitlist registrations for livers over time, a trend that roughly mirrors
the pattern in the rest of the U.S. However, Florida has generally maintained relatively high transplantation
rates for livers compared to the nation as a whole. Florida has also maintained a relatively low waitlist
death rate for liver transplants compared to the nation as a whole. (See Exhibit 21.) These results provide
useful descriptive information but should be viewed with caution, as they do not take into account
differences in patient characteristics such as illness or age over time or across states or differences in organ
transplant quantity or quality. (See Appendix D for more details on these analyses.)

Exhibit 21
Florida Compares Similarly or Favorably to the Nation for Liver Waitlist Trends
Florida United States
Waitlist Measure
Number of Waitlist Registrations Added 579 702 8,021 11,297
Percentage of Deceased Donor Transplants 61% 69% 49% 54%
Within Three Years of Registering on Waitlist
Percentage of Deaths Within Three Years of 17% 11% 20% 20%

Registering on Waitlist'

1 The measure reflects the percentage of registrants who were removed from the waitlist due to death or being too sick to transplant, or who died
after exiting the waitlist for other reasons.
Source: OPPAGA analysis of UNOS data.

43 For organs other than kidney and liver, the small number of organs showed a high degree of annual variability and made it difficult to draw
conclusions about rates. We do not present a comparison of different organs because transplantation and death rates can be very different for
different states. The mix and size of organ programs available in a state can change the apparent pooled relative outcomes for otherwise identical
organ-by-organ performance.
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What Factors Enhance Transplant Success and What Challenges
Are Associated With Organ Donation and Transplantation?

Factors for Transplant Success Rates

We interviewed transplant center surgeons and administrators representing five of Florida’s
transplant centers and asked them about the factors that lead to higher transplant success rates. The
two most consistent responses were multidisciplinary teams and transplant center volume;
stakeholders also identified several other factors important to success.

Transplantation is a complex health care issue and multidisciplinary teams bring together a
variety of skills to treat patients pre- and post-transplant. These teams include surgeons;
infectious disease specialists; nephrologists, if applicable; pharmacists; and social workers that help
the patient at varying stages of care. Team collaboration and coordination of care can enhance
communication, create a level of comfort among the team members, and provide efficient,
comprehensive care for the patient, which is important for a successful transplant.

Several surgeons reported that higher volume is associated with better outcomes, as transplant
teams are often able to improve skills and develop routines as they gain more experience. As
teams perform a greater number of transplants, they also encounter a greater variety of unique
complications and are able to develop protocols to address such anomalies. Performing more
transplants also allows teams to develop a routine, which enhances efficiency and allows for better
communication among the transplant team members.

Researchers also cite volume as a factor involved in increasing transplant procedure success rates.
There is consensus among researchers that patient volume is positively related to successful outcomes
for organ transplants.** Volume is viewed as a proxy for quality and expertise because large volumes
enhance opportunities for surgeons to practice critical, high-risk surgeries, and developing skills and
perfecting techniques leads to better outcomes.#> Studies have suggested that higher volume medical
centers have, on average, better short-term and long-term patient survival rates.*®

While many academic studies have assessed the relationship between volume and patient outcomes
for transplant surgeries, these studies do not provide consistent minimum volume recommendations.
Many of these studies have estimated the relationship between volume and quality but have used
widely different ranges of volumes to define low, medium, and high volume transplant centers.*”

44 OPPAGA Review of Tertiary Health Services Licensing Standards, OPPAGA Report No. 19-11, November 2019.

45 Alhamad, et al,, "Transplant center volume and the risk of pancreas allograft failure,” Transplantation 101(11), 2017: 2757; Sonnenberg, et al.,
"Association of kidney transplant center volume with 3-year clinical outcomes," American Journal of Kidney Diseases, 2019.

4 Grimm, et al, "The influence of institutional volume on the incidence of complications and their effect on mortality after heart
transplantation,” The Journal of Heart and Lung Transplantation 34 (11), 2015: 1390-1397; Barbas, et al., "The volume-outcome relationship in
deceased donor kidney transplantation and implications for regionalization," Annals of Surgery 267(6), 2018: 1169-1172.

47 For example, recent studies of adult heart transplantation thresholds for high volume transplant centers range from 9 to 48 or more procedures
per year; adult liver transplants studies’ thresholds for high volume centers range from 21 to 176 or more procedures per year; and pediatric
lung transplant studies’ thresholds for high volume range from 4 to 11 or more procedures per year. For more information, see Appendix A in
OPPAGA Report No. 19-11, November 2019.
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Academic studies identify several other factors related to transplant success and quality.
Specifically, these studies highlight factors such as patient demographics and health characteristics or
hospital and center-specific characteristics, such as staffing ratios and the surgeon’s skill.*8 For
example, one study of pancreas transplants shows that although there was a relationship between low-
volume centers and inferior outcomes, some low-volume pancreas transplant programs have excellent
outcomes. The researchers noted that surgical expertise, recipient selection criteria, pre- and post-
operative multidisciplinary care and follow-up care were also part of the complex explanation for a
transplant program’s success.*’

Factors That May Lead to Higher Transplant Success Rates . )
According to several studies, post-transplant

= Multidisciplinary teams care is another important factor related to
= Volume transplant success. Improvement of and access
= Factors such as patient demographics and health to medications that prevent organ rejection have

characteristics, hospital and center characteristics helped increase the success of organ transplant
= Post-transplant care procedures.>® Ensuring that patients adhere to

their schedule for taking medication is important
to transplant success.>! Along with this, making
medication affordable or providing financial
assistance to patients can be crucial in guaranteeing that they are able to have access to the
medications they need to live successfully post-transplant.>2 Minimizing the common complications
of organ transplant procedures is also important, and this is best done through regular follow-up care
with physicians and maintaining a healthy lifestyle.>3

= Regulation of the organ transplantation system

Federal regulatory oversight over transplant center performance and quality may also affect
transplant success. For example, the OPTN Membership and Professional Standard Committee
conducts reviews of transplant program performance to identify underperforming programs and
requires implementation of quality assessment and performance improvement measures. A key
source of performance information the MPSC uses is data from SRTR on transplant program one-year
post-transplant graft and patient mortality rates. The Centers for Medicare and Medicaid Services
conducts a one-year post transplant graft and patient survival rate review for initial approval of a
transplant center but rescinded this review for re-approvals in a final rule published on
September 30, 2019. Instead, CMS expects transplant programs to continue to use their quality
assessment and performance improvement programs to monitor quality of care. CMS stated that the
quality improvement programs and CMS surveys will be sufficient to ensure transplant programs
continue to achieve and maintain high standards of care.

Challenges Associated With the Organ Donation and Transplantation System

In our interviews with representatives of transplant centers, four Organ Procurement Organizations,
and other stakeholders, we asked about hurdles or barriers in the state’s organ donation and
transplantation system. Challenges noted by these stakeholders include the following.

48 Sonnenberg, etal,, 2019; Scully, et al., "Waiting list outcomes in pediatric lung transplantation: Poor results for children listed in adult transplant
programs,” The Journal of Heart and Lung Transplantation 36(11), 2017: 1201-1208; Hayes et al., “Transplant center volume and outcomes in
lung transplantation for cystic fibrosis,” Transplant International 30, 2017: 371-377.

49 Alhamad, et al., 2017.

50 Keller, C., “Solid Organ Transplantation Overview and Selection Criteria,” American Journal of Managed Care 21, 2015.

51 Mathis, A.S.,, “Managed Care Implications of Improving Long-Term Outcomes in Organ Transplantation,” American Journal of Managed Care 21,2015.

52 Mathis, A.S., 2015.

53 Keller, C., 2015; Mathis, A.S., 2015.
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Misunderstanding or lack of support for organ donation. Stakeholders reported that people
do not always realize the importance of organ donation and registering as an organ donor, or
they have fears or misunderstanding about what it means to register. For example, a
representative of an OPO in south Florida reported that the extremely racially and culturally
diverse population they serve presents barriers related to language, mistrust of the medical
community, fear of deportation, and anti-donation cultural beliefs.>* Another reported barrier is
that families sometimes believe that a hospital wants to declare a family member brain dead so
that they can take their organs. Another stakeholder said that people might not think about the
fact than when they die, someone else could benefit from their organs. To help overcome such
barriers, stakeholders recommended additional public education about organ donation and its
importance.

Needing financial support to cover the costs incurred by living donors. Living donation in
Florida is below the national level; living organ donors make up 43% of all organ donors in the
U.S. since 1988, while only 30% of Florida’s organ donors have been living donors during the
same timeframe. One barrier noted by stakeholders is the financial burden of living donation.
For example, a stakeholder from a transplant center reported that a family member was not able
to afford the expense of donating an organ to a patient on Medicaid, and that Medicaid would not
cover these expenses. We verified with AHCA that Medicaid does not reimburse for living donor
medical expenses, but AHCA reported that Medicare will cover the cost of living kidney donation
for end-stage renal disease. Although Medicaid covers the recipient cost of an adult or pediatric
kidney transplant, a bone marrow transplant, or a pediatric liver transplant in which the
recipient may be able to receive the organ from a living donor, it does not cover the expenses
incurred by the living donor for these types of donations.>> Another stakeholder mentioned that,
while many potential living donors are dedicated to the process, numerous financial constraints
can be a major barrier.>¢ According to UNOS, a transplant recipient’s insurance typically covers
the donor’s medical costs, including the donation surgery and living donor evaluation. However,
other expenses are not covered by insurance, which could include annual physicals, travel,
lodging, lost wages, and other non-medical expenses. The National Living Donor Assistance
Center may help with some of these expenses for eligible recipients.>”

Issues identified in hospital communication with families. Two OPOs reported that the
communication from hospital personnel with grieving families could make a difference in
whether a family chooses to agree to donation. According to these stakeholders, if the hospital
notifies the OPO in time to support the family through the process, the family is more likely to
agree to donation. However, if the hospital does not notify the OPO until it is time to end life
support, and hospital personnel have been abrupt with the family or otherwise seem lacking in
compassion, the family may be angry and see disagreeing to donation as one thing they can
control. These two OPOs and one other recommended additional education on organ donation
for health care professionals. State law already provides for such education of nurses and
physicians. Section 464.013(3), Florida Statutes, requires the Board of Nursing to prescribe by
rule up to 30 hours of continuing education biennially for nurses.>® Similarly, s. 456.013, Florida

5 A systematic review of studies that explored community attitudes toward organ donation substantiates their perceptions. It found that the
decision to donate was influenced by culture and medical mistrust, among other factors. See Irving et. al “Factors That Influence the Decision to
Be an Organ Donor: A Systematic Review of Qualitative Literature,” Nephrology Dialysis Transplant 27 (2012): 2526-2533.

55 Although the costs associated with living donation have not been systematically captured, a review of 10 studies that collected data on costs that
donors incurred found that an average of 9 to 45% of living kidney donors incurred at least some costs as a result of donation. See Clarke, et al.
"The Direct and Indirect Economic Costs Incurred by Living Kidney Donors—a Systematic Review," Nephrology Dialysis Transplantation,
21 (2006): 1764-1765.

56 The rate of living kidney donation is much higher for people with higher incomes in both African-American and white populations. See Gill et al,
“The Effect of Race and Income on Living Kidney Donation in the United States,” Journal of American Nephrology 24(11): 2013, 1872-1879.

57 The National Living Donor Assistance Center is funded by a federal grant awarded by the Health Resources and Services Administration (HRSA).
Priority is given to those who cannot otherwise afford the travel and subsidence expenses associated with donation.

58 Section 464.013(3), F.S.
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Statutes, directs the Board of Medicine and the Board of Osteopathic Medicine to require
licensees to periodically demonstrate their professional competency by completing at least 40
hours of continuing education every two years.>°

= Lack of consistent organ donation education in tax collector offices. Tax collectors around the
state provide driver license and motor vehicle services in partnership with the Department of
Highway Safety and Motor Vehicles, with nearly 90% of Florida’s donor registrations coming
through driver license offices. Typically, staff filling out the computerized driver license
application ask people if they consent to become an organ donor. If so, this information is
transferred overnight to the state donor registry. The OPOs work to educate driver license staff
and place promotional materials in driver license offices to educate the public. One OPO reported
that a tax collector in its donation service area does not allow the OPO to engage in these
educational activities in the tax collector’s offices. The tax collector said that their offices keep
organ donor educational materials at a vendor station with information on license plate

options, but organ donor registration is not the responsibility of tax collector staff. Their focus is
on customer wait times.

What Policies Have Other States and Countries Pursued to
Improve Organ Availability?

To mitigate the organ shortage in the U.S., many states have considered or adopted legislation
to increase organ donor availability, with policies to increase both registered and living donors.
To improve organ availability through living organ donation, other states have passed legislation

= requiring certain employers to offer paid leave to living organ donors;

= offering tax credits or tax deductions to living donors or to employers who allow employees a
leave of absence for living organ donation; and

= prohibiting insurance providers from denying coverage to living donors based solely on their
status as living donors.

59 Section 456.013, F.S.
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Many states have passed donor leave
legislation to make living organ donation a
more affordable and viable option.
OPPAGA identified 31 states that have laws
offering paid leave to living organ donors
employed by certain entities.
(See Exhibit 22.) These entities include
state, county, school, and private sector
employers. For example, California,
Georgia, and Texas offer state employees a
leave of absence of up to 30 days without a
reduction in salary to serve as an organ
donor. In regards to unpaid leave,
according to the U.S. Department of Labor,
organ donation qualifies for unpaid, job-
protected leave under the Family Medical
Leave Act when it involves inpatient care
or continuing treatment. These leave laws
provide greater opportunities for living
donors.

Exhibit 22
States With Donor Leave Laws

~
-

Source: OPPAGA analysis of state legislation.

Exhibit 23

OPPAGA identified 22 states that

States Offering Donor Tax Deductions and Credits currently offer tax deductions or credits

Source: OPPAGA analysis of state legislation.

for living organ donation.60
(See Exhibit 23.) Most of these states
offer personal income tax deductions
and credits, while three offer employer
tax credits. For personal income tax,
some states, such as Georgia and New
York, offer a tax deduction of up to
$10,000 for expenses related to organ
donation. Other states, such as
Colorado, offer employers a tax credit
for expenses incurred related to paying
an employee or receiving temporary
replacement help during the employee’s
leave of absence for organ donation.
These laws may help provide incentives

for living organ donation.

Some states, such as Arizona, Colorado, and New York, have also enacted legislation that prohibits
insurance providers from denying coverage to living donors based solely on their status as living
donors. These laws prohibit discrimination of living donors in receiving coverage such as life,
disability, and long-term care insurance. While some states have also enacted legislation to specify
that this protection extends to health care coverage as well, the Patient Protection and Affordable Care

60 Florida does not have a state income tax, so tax deductions and credits may not be applicable.
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Act prohibits insurance companies from denying health insurance coverage or charging more for
premiums due to a pre-existing condition.

While living donation is the focus of some policies, many states also focus on increasing donor
registration. To improve organ availability through increased donor registration, others states have
passed or proposed legislation

= focusing on education and public awareness of donor registration;
= expanding the opportunities to register as an organ donor;
= implementing a presumed consent organ donation system; and
= giving registered organ donors priority in organ allocation.
To increase public awareness of organ donor registration, some states, in addition to Florida, have

established a fund for education and public awareness campaigns.! Texas recently passed legislation
designating February 26 as Bone Marrow, Blood, and Organ Donation Registry Day to focus attention

Some states have considered or passed
policies to expand the opportunities to
register as an organ donor. In these policies,
residents have the option to register on

on these causes.
Options Implemented by Other States

To improve organ availability through living organ donation:

library card applications or college and | *

university applications, in addition to driver’s
licenses. Texas and West Virginia passed
legislation requiring hunting and fishing
licenses to include the election to be an organ
donor. In Missouri, a proposed policy would
authorize all state agencies and departments

Employee paid leave for living donors
=  Employer tax credits or deductions
=  Prohibition of denial of insurance coverage for living donors

To improve organ availability through increased donor registration:

=  Education and public awareness
= Increased opportunities to register as a donor

to include a link to the donor registry on their
website, though this initiative has not passed.

Though the legislation was not successful, some states have recently considered proposals to change
the donor registry system in their state. One policy proposed in states such as Colorado and New York
would create a presumed consent system of organ donation. In this system, residents would be
registered as organ donors unless they stated otherwise when applying for their driver license or at
some other pre-determined time. New Jersey considered a system where registered organ donors
would receive priority in organ allocation if they ever needed an organ, but this is another legislative
proposal that has not passed.

Other countries have implemented policies that aim to increase organ donation and availability
rates and decrease the time patients spend on waitlists. These policies encompass two main
models of organ donation systems that are frequently used throughout the world and mentioned in
literature: presumed consent and organ allocation priority. Literature also discusses an additional
concept of an organ donor registration system, mandated choice, though we could not identify any
countries that use this model.

61 Arkansas, Illinois, Louisiana, and New York have established a fund for education and public awareness of organ donor registration.
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Presumed consent, also known as the opt-out system, is an organ donation system where every citizen
is presumed to be an organ donor upon death unless they specifically opt out. Many countries use the
presumed consent model, including Austria, England, France, Scotland, Singapore, Spain, and Wales.
Proponents of presumed consent organ donation state that the model will increase donation rates,
remove next-of-kin interference with the donor’s donation decision, and remove the stress that
grieving relatives feel when forced to make donation decisions on behalf of their loved ones.%?
Opponents believe that the model will lead to increased levels of mistrust towards medical
professionals and the loss of patient autonomy.63

Some of the countries that have implemented a presumed consent model have experienced increases
in their overall organ donation rates.®* However, there is a lack of empirical evidence citing presumed
consent as the sole reason for the increase.®®> For example, in Spain, the increase in organ donation
coincided with a transformation of the organ donation system, specifically growth in the number of
hospital coordinators. Hospital coordinators are medical doctors located in hospitals who are in
charge of the entire organ donation process and report directly to the hospital director, cutting out
middle management. This system is unique to Spain and has been another factor credited with the
country’s rise in organ donation.®® In addition, some countries have experienced reduced donation
rates after implementing the presumed consent model, and some have reverted back to their prior
system of organ donation. In Chile, the detrimental effects of implementing a presumed consent model
centered on the concern that the Chilean people were not informed of the implications and scope of
the new opt-out system.®” However, in France and Brazil, decreased donation rates were attributed to
increased levels of mistrust towards medical professionals after the presumed consent model was
implemented.®8

Organ allocation priority systems allow countries to offer priority status on the waiting list to
individuals who have expressed their consent to donate their organs after death. In this system, a
registered potential donor will have a priority advantage over someone on the waitlist who did not
consent to being an organ donor. In 1987, Singapore enacted the Human Organ Transplant Act, which
established an organ allocation priority system. Those who choose to opt-out of the donor registry
receive lower priority if they ever need an organ. In 2008, Israel also enacted legislation to offer an
organ allocation priority system. The Israeli Organ Transplantation Law imposes a three-year waiting
period after signing up as an organ donor to eliminate an individual’s ability to engage in strategic
behavior to get priority in organ allocation, and the law still prioritizes medical necessity as the main
concern when allocating organs.®® The Israeli legislation has been credited with increasing the number
of individuals registered as organ donors.”°

62 Prabhu, P., “Is Presumed Consent an Ethically Acceptable Way of Obtaining Organs for Transplant?,” Journal of the Intensive Care Society 20(2),
2019; Zink, S. et al,, “Presumed vs Expressed Consent in the US and Internationally,” Ethics Journal of the American Medical Association 7(9), 2005;
Zuniga-Fajuri, A, “Increasing Organ Donation by Presumed Consent and Allocation Priority: Chile,” Bulletin of the World Health Organization 93, 2015.

63 Prabhu, P., 2019; Shepherd et al,, “An International Comparison of Deceased and Living Organ Donation/Transplant Rates in Opt-In and Opt-Out
Systems: A Panel Study,” BMC Medicine 12(131), 2014; Zink, S. et al,, 2005.

64 Austria experienced a quadrupled donation rate within eight years of shifting to a presumed consent model.

65 Gallagher, S., “The Spanish Model’s Capacity to Save Lives by Increasing Organ Donation Rates,” Temple International and Comparative Law
Journal 18, 2004; Shepherd et al., 2014.

66 Gallagher, S., 2004.

67 Zuniga-Fajuri, A., 2015.

68 Shepherd et al,, 2014.

69Levy, M., “State Incentives to Promote Organ Donation: Honoring the Principles of Reciprocity and Solidarity Inherent in the Gift Relationship,”
Journal of Law and the Biosciences, 2018.

70 Levy, M., 2018; Zuniga-Fajuri, A., 2015.
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Mandated choice is a concept where individuals are required to opt into or out of the transplant
registry at a certain point, such as when filing a tax return or renewing a driver license. While
completing these tasks, the individual is required to respond to questions regarding organ donation
before the task can be considered complete. In such a system, an individual’s decision is legally binding
upon the individual’s death. The model requires individuals to record their choice, but it does not
require individuals to register as an organ donor. For example, a person would still receive their driver
license or tax return if they chose not to register as an organ donor.”!

Proponents state that requiring people to make a choice regarding organ donation will reduce the
number of individuals that die without ever expressing their decision regarding organ donation.”?
While a choice is required, a person’s autonomy is still protected in not requiring them to make a
specific choice. In addition, proponents believe that this model eliminates the next-of-kin’s ability to
reverse the donor’s decision regarding their own body and organs.”3 It also removes the burden from
families of making a consent decision during an emotional time.”4

Opponents of the mandated choice model state that it may be a financial burden to some states or
countries to maintain a system of every citizen’s organ donation choice and educate the public about
this system.”>76 Researchers have noted that some people also feel that mandated choice is a coercive
system because individuals are forced to register their decision, and it may not increase donation
greatly because many may err on the side of perceived caution and withhold consent.””

What Options Could the Legislature Consider to Improve Organ
Availability in Florida?

Two ways to improve organ availability in Florida are to increase the rate of living donation and
increase organ donor registration. Increasing the rate of living donation would help offset federal
changes in organ allocation policies, as these organs would stay within the state. Of all organ donors
in Florida since 1988, 30% of donors were living rather than deceased, which is below the national
level of 43%. According to research and stakeholders we interviewed, a major barrier to living
donation is that people may not be able to afford the cost of the procedure and/or loss of income from
being out of work. Another way to increase organ availability is to increase the rate of organ donor
registration, even though some of these organs will go out of the state.

To improve organ availability in Florida, the Legislature could consider a number of options
implemented in other states, proposed by stakeholders, or identified through OPPAGA fieldwork.
These options would increase support for living donation and awareness and education surrounding
organ donation in general. Options include

= offering employers a corporate income tax or insurance premium tax credit for expenses
incurred related to paying an employee or obtaining temporary assistance during the
employee’s leave of absence for living organ donation;

71 Cotter, H., “Increasing Consent for Organ Donation: Mandated Choice, Individual Autonomy, and Informed Consent,” Health Matrix: The Journal
of Law-Medicine 21(2),2012.

72 Cotter, H., 2012.

73 Cotter, H., 2012.

74 Spellman, D,, “Encouragement is Not Enough: The Benefits of Instituting a Mandated Choice Organ Procurement System,” Syracuse Law Review 56, 2006.

75 Cotter, H., 2012; Spellman, D., 2006.

76 Donate Life America currently operates a national donor registry in the U.S.

77 Cotter, H., 2012; Spellman, D., 2006.
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increasing public education about both living and deceased organ donation;

adding the topic of organ donation to continuing education requirements for health care
professionals;

expanding Medicaid coverage to include medical expenses incurred by living organ donors;

prohibiting insurers from denying coverage to living organ donors based solely on their
status as living donors; and

requiring state and local government employers to offer paid leave for living organ donation.

The Legislature could also consider options to improve organ availability in Florida through increased
donor registration. Options include

directing AHCA to use all excess revenues from fees paid by OPOs and tissue and eye banks
for public education on donation;

increasing public education about donor registration;

adding the topic of organ donation to high school curriculum requirements (e.g., health
science classes) to increase familiarity when teenagers first apply for a driver license;

requiring county tax collectors to allow prominent display of organ donation educational
materials in their offices; and

expanding the opportunities to register as an organ donor to include additional points of
access such as hunting and fishing licenses and state agency webpages.
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APPENDIX A
Source and Demographic Characteristics of Donor Registrations

In 2018, the majority (89.6%) of organ donor registrations in Florida were from driver license
transactions. Slightly more females than males registered to be donors during the period (54.5%
compared to 45.5%). The most frequently represented ethnicities among organ donor registrants in
Florida were white (61.5%) and Hispanic (24.8%). The age group with the highest frequency of donor
registrations was the 18-35 age group. (See Exhibit A-1.)

Exhibit A-1
Most Donor Registrations in Florida Are From Driver License Transactions

Registrations by Source Registrations by Gender

\_

m 89.6% Driver License Transactions
m 10.4% Online and Mobile Application = 54.5% Female = 45.5% Male

Registrations by Ethnicity Registrations by Age

\ S

= 61.5% White = 11.60% Age 17 and younger
m 24.8% Hispanic = 33.3% Age 18-35
21.6% Age 36-50
8.4% Black
2.5% Asian 20.4% Age 51-65

® 2 8% American-Indian, Pacific-Islander, or Other = 13.1% Age 65+

Source: OPPAGA analysis of data from the Donate Life Florida 2018 Annual Report.
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APPENDIX B
Florida’s Donor Registration Rate Over Time

Florida has improved its donor registration rate over time, both in whole numbers and as a percentage
of the population. In 2009, Florida had 5,275,904 registered donors, compared to 10,674,300 in 2018.
(See Exhibit B-1.) As a percentage, Florida increased its donor registration rate of adults 18 and older
from 36% in 2009 to 59% in 2017. (See Exhibit B-2.)

Exhibit B-1
Florida Has More Than Doubled the Number of Organ Donor Registrants From 2009 to 2018

10,674,300
5,275,904
2009 2010 2011 2012 2013 2014 2015 2016 2017 2018
Source: OPPAGA analysis of Donate Life Florida data.
Exhibit B-2
Florida’s Donor Registration Rate Has Increased From 36% in 2009 to 59% in 2017
59%
36%
2009 2010 2011 2012 2013 2014 2015 2016 2017

Source: OPPAGA analysis of Donate Life America data.
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APPENDIX C

Florida Adult Transplant Program Performance Based on SRTR
Program-Specific Five-Tier Assessment Results

Florida’s 12 transplant centers each administer one or more organ-specific transplant programs. The
Scientific Registry of Transplant Recipients (SRTR) produces outcome assessments for all transplant
programs in the U.S. using a five-tier assessment system.”® The SRTR tiers rank transplant programs
on metrics that include adults “getting a deceased donor transplant faster” and adult survival on the
waitlist.7? “Getting a deceased donor transplant faster” is a measure of how quickly those on the wait
list get a transplant during the two-year period evaluated relative to how quickly they would be
expected to get a transplant based on national data. The metric provides a measure of the rate at which
the program finds deceased donor organs for its candidates.8°

The SRTR tier rankings are as follows.

» Tiers 1and 2: the program is performing worse than expected.
= Tier 3: the transplant program is performing roughly as expected.

» Tiers4 and 5: the program is performing better than expected.8!

Additional details on each transplant program can be found in SRTR’s searchable database. Exhibits
C-1 through C-3 show the outcomes for Florida transplant centers for adult transplant programs
categorized by the number of programs each transplant center administers (six or more programs,
two to three programs, and one program).82 Exhibit C-4 shows the same five-tier assessment results
organized by transplant program and organ type.

Transplant Centers With Six or More Transplant Programs

Florida’s five transplant centers with six or more transplant programs are AdventHealth Orlando,
Jackson Memorial Hospital University of Miami School of Medicine, Mayo Clinic Florida, Tampa General
Hospital, and UF Health Shands. Among these programs, AdventHealth Orlando and Tampa General
are the only two transplant centers that were rated as expected or better than expected for every organ
program for adults getting a transplant faster. None of these centers were rated as expected or better
than expected for every organ program for adult survival on the waitlist. Mayo Clinic Florida, Tampa
General Hospital, and UF Health Shands were the only transplant centers that had only one program
that was rated as worse than expected for adult survival on the waitlist.

78 A transplant program is organ-specific within a single transplant center. Transplant centers that conduct transplants for more than one organ
would thus have more than one transplant program and multiple rankings.

79 The strength of the tier-rating system is that it controls for patient characteristics, organs used, and volume of transplants conducted. If Florida’s
transplant centers had older and sicker transplant patients, the tier ranking they received would not penalize them for these factors; rather, it
should reflect their performance. The tier ranking also takes into account the likelihood of getting an especially high or low tier score due to a
small volume of transplants.

80 SRTR excludes individuals who undergo living donor transplants from the analysis.

81 Ratings are based on a probabilistic estimate; thus, a specific rating represents a range of outcomes that are driven by both performance relative
to expected performance as well as the volume of transplants in a program. For details about the computation of the rating tiers, see SRTR’s
Calculating the Five-Tier Assessments: A Guide for Pre-and Posttransplant Metrics.

82 This analysis excludes the pediatric transplant program at the Johns Hopkins All Children’s Hospital. It includes the transplant program at the
Gulf Coast Medical Center, which was operational during the time period of the assessment but ceased operation at the end of 2018.
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Of these large transplant centers, there were nine programs that were rated as worse than expected
for adults getting a deceased donor transplant faster; of these nine, four were in UF Health Shands,
three were in Jackson Memorial, and two were in Mayo Clinic. Of these large transplant centers, there
were 11 programs that were rated as worse than expected for adult survival on the waitlist. More than
half of them (six) were in Jackson Memorial. (See Exhibit C-1.)

Exhibit C-1

SRTR Five-Tier Assessment Results for the Five Transplant Centers With Six or More Adult Transplant Programs
Adults Getting a Deceased Adult Survival

Transplant Clinic/Organ Program’ Donor Transplant Faster on the Waitlist?
AdventHealth Orlando

Heart Better Than Expected Worse Than Expected
Kidney Better Than Expected Worse Than Expected
Kidney-Pancreas Better Than Expected Better Than Expected
Liver Better Than Expected Better Than Expected
Lung Better Than Expected As Expected
Pancreas As Expected As Expected
Jackson Memorial Hospital University of Miami School of Medicine

Heart Worse Than Expected Worse Than Expected
Heart-Lung Worse Than Expected Worse Than Expected
Intestine As Expected Better Than Expected
Kidney As Expected Worse Than Expected
Kidney-Pancreas Better Than Expected Worse Than Expected
Liver Better Than Expected Worse Than Expected
Lung Worse Than Expected Worse Than Expected
Pancreas As Expected As Expected
Mayo Clinic Florida

Heart Worse Than Expected Better Than Expected
Heart-Lung Worse Than Expected Better Than Expected
Kidney As Expected Worse Than Expected
Kidney-Pancreas As Expected As Expected
Liver Better Than Expected As Expected
Lung As Expected Better Than Expected
Pancreas Better Than Expected As Expected
Tampa General Hospital

Heart Better Than Expected Worse Than Expected
Heart-Lung As Expected As Expected
Kidney Better Than Expected Better Than Expected
Kidney-Pancreas Better Than Expected As Expected
Liver Better Than Expected Better Than Expected
Lung As Expected As Expected
Pancreas As Expected As Expected

UF Health Shands Hospital

Heart Worse Than Expected As Expected
Kidney Worse Than Expected Worse Than Expected
Kidney-Pancreas As Expected Better Than Expected
Liver Worse Than Expected Better Than Expected
Lung Better Than Expected Better Than Expected
Pancreas Worse Than Expected As Expected

1 UF Health Shands has a heart-lung transplant program but did not perform any transplants in this period, so it does not have a tier assignment.

2 SRTR cautions that it received feedback regarding its waitlist mortality measure for kidney transplant programs because many kidney transplant
candidates are not cared for by the program at which they are listed. As a result, SRTR does not display the kidney waitlist mortality measure in
its searchable database results for kidney transplant programs, even though SRTR provides this measure in its program-specific reports.

Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 through June 30, 2019, program-specific reports.
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Transplant Centers With Two to Three Transplant Programs

The three transplant centers with two to three transplant programs are Cleveland Clinic Florida
Weston, Largo Medical Center, and Memorial Regional Hospital. Among these programs, Cleveland
Clinic Florida Weston and Memorial Regional Hospital were rated as better than expected or as
expected for all of their programs on both metrics. Largo Medical Center was rated as better than
expected for both of its transplant programs for adults getting a transplant faster. However, of these
mid-sized transplant centers, Largo Medical Center was the only transplant hospital with a worse than
expected rating, which it received for adult survival on its kidney program waitlist. (See Exhibit C-2.)

Exhibit C-2
SRTR Five-Tier Assessment Results for the Three Transplant Centers With Two to Three Adult Transplant
Programs

Adults Getting a Deceased Adult Survival
Transplant Clinic/Organ Program Donor Transplant Faster on the Waitlist'
Cleveland Clinic Florida Weston
Heart Better Than Expected As Expected
Kidney Better Than Expected Better Than Expected
Liver Better Than Expected Better Than Expected
Largo Medical Center
Kidney Better Than Expected Worse Than Expected
Liver Better Than Expected Better Than Expected
Memorial Regional Hospital
Heart As Expected Better Than Expected
Kidney Better Than Expected As Expected

1 SRTR cautions that it received feedback regarding its waitlist mortality measure for kidney transplant programs because many kidney transplant
candidates are not cared for by the program at which they are listed. As a result, SRTR does not display the kidney waitlist mortality measure in
its searchable database results for kidney transplant programs, even though SRTR provides this measure in its program-specific reports.

Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 through June 30, 2019, program-specific reports.

Transplant Centers With One Transplant Program

The four transplant centers with one transplant program are Broward Health Medical Center, Gulf
Coast Medical Center, Halifax Medical Center, and Sacred Heart Hospital Pensacola. Among these
programs, Broward Health Medical Center was rated as expected or better than expected for its liver
program for both metrics. Gulf Coast Medical Center was rated as expected for its kidney program for
both metrics. Halifax Medical Center and Sacred Heart Hospital had mixed results; both were rated as
better than expected for their kidney programs for one measure but have the only two worse than
expected ratings among the small programs. (See Exhibit C-3.)
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Exhibit C-3
SRTR Five-Tier Assessment Results for the Four Transplant Centers With One Adult Transplant Programs

Adults Getting a Deceased Adult Survival

Transplant Genter/Organ Program Donor Transplant Faster on the Waitlist!
Broward Health Medical Center

Liver As Expected Better Than Expected
Gulf Coast Medical Center?

Kidney As Expected As Expected
Halifax Medical Center

Kidney Better Than Expected Worse Than Expected
Sacred Heart Hospital Pensacola

Kidney Worse Than Expected Better Than Expected

1SRTR cautions that it received feedback regarding its waitlist mortality measure for kidney transplant programs because many kidney transplant
candidates are not cared for by the program at which they are listed. As a result, SRTR does not display the kidney waitlist mortality measure in its
searchable database results for kidney transplant programs, even though SRTR provides this measure in its program-specific reports.

2 Gulf Coast Medical Center had a transplant program during the time period of the assessment but the program ceased operation at the end of 2018.
Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 through June 30, 2019, program-specific reports.

Transplant Program-Level Results

Exhibit C-4 shows the five-tier assessment results organized by transplant program/organ type.
Overall results by type of program are summarized below.

Among the seven heart transplant programs, only Cleveland Clinic Florida Weston and
Memorial Regional Hospital was rated as expected or better than expected across both
metrics. Jackson Memorial Hospital University of Miami School of Medicine is the only heart
program that was rated as worse than expected for both metrics.

Among the three heart-lung transplant programs, only Tampa General Hospital was rated
as expected or better than expected across both metrics. Jackson Memorial Hospital
University of Miami School of Medicine was rated as worse than expected for both metrics.
Jackson Memorial Hospital University of Miami School of Medicine had the only intestine
transplant program and was rated as expected for adults getting a deceased donor
transplant faster and better than expected for adult survival on the waitlist.

Among the 11 kidney transplant programs, Cleveland Clinic Florida Weston and Tampa
General Hospital had the only programs that were rated as better than expected for both
metrics. Gulf Coast Medical Center and Memorial Regional Hospital were rated as expected or
better than expected for both metrics. More than half of kidney programs overall (6 out of
11) were rated as worse than expected for adult survival on the waitlist.

Among the five kidney-pancreas programs, AdventHealth Orlando had the only program
that was rated as better than expected across both metrics. Jackson Memorial Hospital
University of Miami School of Medicine had the only worse than expected rating, which was
for adult survival on the waitlist. The other three programs (Mayo Clinic Florida, Tampa
General Hospital, and UF Health Shands) were rated as expected or better than expected for
both metrics.

Florida’s eight liver transplant programs did well overall. Out of the 16 ratings across the
two metrics, 12 were better than expected, 2 were as expected, and only 2 were worse than
expected. AdventHealth Orlando, Cleveland Clinic Florida Weston, Largo Medical Center, and
Tampa General Hospital had programs that were rated as better than expected for both
metrics.

Among the five lung transplant programs, UF Health Shands Hospital is the only program
that was rated as better than expected for both metrics. In addition to UF Health Shands
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Hospital, AdventHealth Orlando, Mayo Clinic Florida, and Tampa General Hospital were rated
as expected or better than expected for both metrics. Jackson Memorial Hospital University of
Miami School of Medicine had the only clinic with a worse than expected rating, which it
received for both metrics.

= The five pancreas transplant programs were rated as expected or better than expected for
four out of five ratings for adults getting a deceased transplant faster, and as expected for all
of their ratings for adult survival on the waitlist. UF Health Shands is the only center that was
rated as worse than expected, which was for adults getting a transplant faster.

Exhibit C-4
SRTR Five-Tier Assessment Results by Organ for Florida Transplant Centers
Adults Getting a Deceased Adult Survival

Organ Program/Transplant Center Donor Transplant Faster on the Waitlist
Heart

AdventHealth Orlando Better Than Expected Worse Than Expected
Cleveland Clinic Florida Weston Better Than Expected As Expected
Jackson Memorial Hospital University of Miami Worse Than Expected Worse Than Expected
School of Medicine

Mayo Clinic Florida Worse Than Expected Better Than Expected
Memorial Regional Hospital As Expected Better Than Expected
Tampa General Hospital Better Than Expected Worse Than Expected
UF Health Shands Hospital Worse Than Expected As Expected
Heart-Lung

Jackson Memorial Hospital University of Miami Worse Than Expected Worse Than Expected
School of Medicine

Mayo Clinic Florida Worse Than Expected Better Than Expected
Tampa General Hospital As Expected As Expected
Intestine

Jackson Memorial Hospital University of Miami As Expected Better Than Expected
School of Medicine

Kidney?

AdventHealth Orlando Better Than Expected Worse Than Expected
Cleveland Clinic Florida Weston Better Than Expected Better Than Expected
Gulf Coast Medical Center As Expected As Expected
Halifax Medical Center Better Than Expected Worse Than Expected
Jackson Memorial Hospital University of Miami As Expected Worse Than Expected
School of Medicine

Largo Medical Center Better Than Expected Worse Than Expected
Mayo Clinic Florida As Expected Worse Than Expected
Memorial Regional Hospital Better Than Expected As Expected
Sacred Heart Hospital Pensacola Worse Than Expected Better Than Expected
Tampa General Hospital Better Than Expected Better Than Expected
UF Health Shands Hospital Worse Than Expected Worse Than Expected
Kidney-Pancreas

AdventHealth Orlando Better Than Expected Better Than Expected
Jackson Memorial Hospital University of Miami Better Than Expected Worse Than Expected
School of Medicine

Mayo Clinic Florida As Expected As Expected
Tampa General Hospital Better Than Expected As Expected

UF Health Shands Hospital As Expected Better Than Expected
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Organ Program/Transplant Center
Liver

Adults Getting a Deceased
Donor Transplant Faster

Adult Survival
on the Waitlist

AdventHealth Orlando Better Than Expected Better Than Expected
Broward Health Medical Center As Expected Better Than Expected
Cleveland Clinic Florida Weston Better Than Expected Better Than Expected
Jackson Memorial Hospital University of Miami Better Than Expected Worse Than Expected
School of Medicine

Largo Medical Center Better Than Expected Better Than Expected
Mayo Clinic Florida Better Than Expected As Expected
Tampa General Hospital Better Than Expected Better Than Expected
UF Health Shands Hospital Worse Than Expected Better Than Expected
Lung

AdventHealth Orlando Better Than Expected As Expected
Jackson Memorial Hospital University of Miami Worse Than Expected Worse Than Expected
School of Medicine

Mayo Clinic Florida As Expected Better Than Expected
Tampa General Hospital As Expected As Expected

UF Health Shands Hospital Better Than Expected Better than Expected
Pancreas

AdventHealth Orlando As Expected As Expected
Jackson Memorial Hospital University of Miami As Expected As Expected
School of Medicine

Mayo Clinic Florida Better Than Expected As Expected
Tampa General Hospital As Expected As Expected

UF Health Shands Hospital Worse Than Expected As Expected

1UF Health Shands has a heart-lung transplant program but did not perform any transplants in this period, so they do not have a tier assignment. Gulf Coast
Medical Center had a transplant program during the time period of the assessment but the program ceased operation at the end of 2018.

2SRTR cautions that it received feedback regarding its waitlist mortality measure for kidney transplant programs because many kidney transplant
candidates are not cared for by the program at which they are listed. As a result, SRTR does not display the kidney waitlist mortality measure in its
searchable database results for kidney transplant programs, even though SRTR provides this measure in its program-specific reports.

Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 through June 30, 2019, program-specific reports.
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APPENDIX D

Comparison of Florida to U.S. Kidney and Liver Transplant
Program Waitlist Trends

OPPAGA'’s analysis of data from UNOS shows that Florida compares similarly or favorably to the
nation for kidney and liver waitlist trends.83 UNOS provided data showing the outcomes of patients
within three years of being placed on a transplant waitlist in Florida and in other states. While these
results provide useful descriptive information, they should be viewed with caution, as they do not take
into account differences in patient mixes over time or across states or differences in organ transplant
quantity or quality. For example, if Florida transplant centers have older and sicker transplant patients
on a waitlist, whether a result of waitlist acceptance and management practices or Florida’s population
characteristics, Florida’s percentage of deaths on a waitlist would be worse than the rest of the nation’s
centers even if transplant success on comparable populations were identical. These results also do not
take into account the mix of organs transplanted in Florida versus other states. For example, if Florida
centers transplanted more organs that were less likely to be successful, either because of the type or
quality of organ that the centers accept, their percentage of deaths on the waitlist would be higher than
the rest of the nation’s centers, even if transplants were similarly successful on equivalent organs.

Kidney Waitlist Trends

Florida’s trend in new kidney waitlist registrations generally follows the same pattern of increase as
the U.S. as a whole, with an increase in registrations over time. (See Exhibit D-1.) As registrations
(demand for kidneys) grew rapidly, likely outstripping the growth in supply of kidneys, there was a
decline in the percentage of new registrants who were able to receive a kidney. So despite the fact that
there has been growth in the number of kidney recipients, there has been a decline in the percentage
of registrants who received a kidney. (See Exhibit D-2.) However, Florida’s percentage of patients who
received a deceased donor transplant within three years of registering on the waitlist has remained
better than the nation as a whole over time. In addition, Florida's percentage of patient deaths within
three years of registering on the waitlist for a kidney has been similar to or slightly lower than the rest
of the nation since 1988. (See Exhibit D-3.)

83 For organs other than kidney and liver, the small number of organs showed a high degree of annual variability and made it difficult to draw
conclusions about rates. We do not present a comparison of different organs because transplantation and death rates can be very different for
different states. The mix and size of organ programs available in a state can change the apparent pooled relative outcomes for otherwise identical
organ-by-organ performance.
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Exhibit D-1
Kidney Waitlist Registrations Added
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Source: OPPAGA analysis of UNOS data.

Exhibit D-2
Percentage of Deceased Donor Kidney Transplants Within Three Years of Registering on the Waitlist
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Source: OPPAGA analysis of UNOS data
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Exhibit D-3
Percentage of Deaths Within Three Years of Registering on the Kidney Waitlist'
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1 The measure reflects the percentage of registrants who were removed from the waitlist due to death or being too sick to transplant, or who died
after exiting the waitlist for other reasons.

Source: OPPAGA analysis of UNOS data.

Liver Waitlist Trends

OPPAGA'’s analysis of UNOS data on liver waitlist trends yielded similar results as for kidney waitlist
trends. Florida has increased the number of waitlist registrations for livers over time, a trend that
roughly mirrors the pattern in the rest of the U.S. (See Exhibit D-4.) However, Florida has generally
maintained relatively high transplantation rates for livers compared to the nation as a whole. These
differences have been statistically significant in nearly all years of available data. (See Exhibit D-5.)
Florida has also maintained a relatively low waitlist death rate for liver transplants compared to the
nation as a whole. The differences have been statistically significant in nearly all years of available
data. (See Exhibit D-6.)
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Exhibit D-4
Liver Waitlist Registrations Added
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Source: OPPAGA analysis of UNOS data.

Exhibit D-5
Percentage of Deceased Donor Liver Transplants Within Three Years of Registering on the Waitlist
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Source: OPPAGA analysis of UNOS data.
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Exhibit D-6
Percentage of Deaths Within Three Years of Registering on the Liver Waitlist’
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1 The measure reflects the percentage of registrants who were removed from the waitlist due to death or being too sick to transplant, or who died
after exiting the waitlist for other reasons.

Source: OPPAGA analysis of UNOS data.
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(This document is based on the provisions contained in the legislation as of the latest date listed below.)
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1. Looke Brown HP Fav/CS
2. JU
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Please see Section IX. for Additional Information:
COMMITTEE SUBSTITUTE - Substantial Changes
Summary:

CS/SB 1516 amends multiple sections of law related to organ donations. The bill:

Prohibits a health insurance policy from limiting or excluding coverage for a living organ
donor under a preexisting condition provision.

Prohibits an organ transplantation facility from charging an organ donor or his or her family
any fee for services relating to the procurement or donation of the donor’s organs.

Adds a statement on the uniform donor card application form that neither the donor nor his or
her family is responsible for the payment of any fees associated with services relating to the
procurement or donation of the donor’s organs, tissues, or eyes.

Expands the organ donation education program to include federal laws and information on
the organ donation and transplantation process.

Requires the Organ and Tissue Procurement and Transplantation Advisory Board to submit
specified recommendations to the Agency for Health Care Administration (AHCA) by
September 1, 2021.

Establishes additional requirements for the AHCA related to organ transplantation
evaluation, reporting, and education.

Expands the duties of the Organ Transplant Advisory Council (OTAC). The bill renames the
OTAC as the Organ Transplant Technical Advisory Council (Council) and charges the
Council with assisting the AHCA in developing standards for quality and outcomes at adult
and pediatric organ transplant programs.

Specifies that certificate of need (CON) rules for minimum volume standards for organ
transplantation and neonatal intensive care unit (NICU) services remain in effect until the
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AHCA has adopted corresponding licensure rules. The requirement to adopt rules expires
upon the AHCA’s adoption of such rules.

The bill has an effective date of July 1, 2020.
Il. Present Situation:
Organ Transplant Advisory Council (OTAC)

Section 765.53, F.S., establishes the OTAC to consist of 12 physician! members who are
appointed to represent the interests of the public and the clients of the Department of Health
(DOH) or the AHCA. All members are appointed by the Secretary of the AHCA (a.k.a. the
Secretary of Health Care Administration) and serve two-year terms. The OTAC is responsible
for recommending indications for adult and pediatric organ transplants to the AHCA and
formulating guidelines and standards for organ transplants and for the development of End Stage
Organ Disease and Tissue/Organ Transplant programs. The OTAC’s recommendations,
guidelines, and standards are limited in applicability to only those health programs funded
through the AHCA.

The OTAC met 22 times with its first meeting held on August 27, 2007 and its last meeting held
on April 14, 2015. Most actions of the OTAC revolved around approving guidelines for organ
transplantations and reviewing and approving hospital transplant program applications for
recommendation to the AHCA.

Organ and Tissue Procurement and Transplantation Advisory Board (Board)

The Board is created by s. 765.543, F.S. The secretary of the AHCA appoints the 14 members of

the Board who serve three-year terms. The Board is tasked with:

e Assisting the AHCA in the development of necessary professional qualifications, including,
but not limited to, the education, training, and performance of persons engaged in the various
facets of organ and tissue procurement, processing, preservation, and distribution for
transplantation;

e Assisting the AHCA in monitoring the appropriate and legitimate expenses associated with
organ and tissue procurement, processing, and distribution for transplantation and developing
methodologies to assure the uniform statewide reporting of data to facilitate the accurate and
timely evaluation of the organ and tissue procurement and transplantation system;

e Providing assistance to the Florida Medical Examiners Commission in the development of
appropriate procedures and protocols to ensure the continued improvement in the approval
and release of potential donors by the district medical examiners and associate medical
examiners;

e Developing with and recommending to the AHCA the necessary procedures and protocols
required to assure that all residents of this state have reasonable access to available organ and
tissue transplantation therapy and that residents of this state can be reasonably assured that
the statewide procurement transplantation system is able to fulfill their organ and tissue

L Licensed under chs. 458 and 459, F.S.
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requirements within the limits of the available supply and according to the severity of their
medical condition and need; and

e Developing with and recommend to the AHCA any changes to the laws of this state or
administrative rules or procedures to ensure that the statewide organ and tissue procurement
and transplantation system is able to function smoothly, effectively, and efficiently, in
accordance with the Federal Anatomical Gift Act and in a manner that assures the residents
of this state that no person or entity profits from the altruistic voluntary donation of organs or
tissues.

The Board met five times between September of 2011 and January of 2014. The Board held its
last meeting to conduct general business of the advisory board including review and discussion
on recommendations for changes to the laws and administrative rules related to organ and tissue
procurement activities in Florida.?

Licensure Requirements

Volume requirements (including NICU volume requirements):3 4

Liver 5 transplants over two years

Adult — 15 transplants per year

Pediatric — 5 transplants per year

10 transplants per year of each type performed
(allogenic or autologous)

10 transplants per year of each type performed
(allogenic or autologous)

Kidneys

Pediatric bone marrow

Adult bone marrow

Lung, Heart and Lung, Pancreas and

Islet Cells, and Intestines None

Each licensed organ transplant program must
Proposed organ transplant volume | perform a minimum of 10 transplants per year
requirements in 59A-3.246, averaged over 2 years. Hospitals providing adult
F.AR. and pediatric programs must meet the minimum
volume requirement for each age group separately.

Level 11 NICU 10 beds and the hospital must have at least 1,000
live births per year.

Level 11l NICU 15 beds and the hospital must have at least 1,500
live births per year.

Proposed rule 59A-3.249 Same as above.

2 See meeting notice 14072583 in the Florida Administrative Register. Additional meeting minutes and recommendations are
available at https://ahca.myflorida.com/MCHQ/Health Facility Regulation/Lab_HomeServ/OrganTissueBoard.shtml (last
visited on Jan. 28, 2020).

% Projected prior to grant of licensure.

*Volume requirements for liver and kidney transplants are included in the CON portions of the rule.
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Currently, standards for licensure for organ transplant programs in Florida can be found in
AHCA Rule 59C-1.044, F.A.C.% These standards include:
e General staffing requirements:

o

O

A staff of physicians with expertise in caring for patients with end-stage disease requiring
transplantation. The staff must have medical specialties or sub-specialties appropriate for
the type of transplantation program to be established. A physician with one year of
experience in the management of infectious diseases in the transplant patient must be a
member of the transplant team. The program must employ a transplant physician, and a
transplant surgeon, if applicable, as defined by the United Network for Organ Sharing
(UNOS), June 1994.

A program director who has a minimum of one year of formal training and one year of
experience at a transplantation program for the same type of organ transplantation
program proposed.

A staff of practitioners with experience in the special needs of children if pediatric
transplantations are performed;

A staff of nurses and nurse practitioners with experience in the care of chronically ill
patients and their families;

Contractual agreements with consultants who have expertise in blood banking and are
capable of meeting the unique needs of transplant patients on a long-term basis;
Nutritionists with expertise in the nutritional needs of transplant patients;

Respiratory therapists with expertise in the needs of transplant patients; and

Social workers, psychologists, psychiatrists, and other individuals skilled in performing
comprehensive psychological assessments, counselling patients, and families of patients,
providing assistance with financial arrangements, and making arrangements for use of
community resources.

e Coordination of services:

o

Staff and other resources necessary to care for a patient’s chronic illness prior to
transplantation, during transplantation, and in the post-operative period. Services and
facilities for inpatient and outpatient care must be available on a 24-hour basis.

If cadaveric transplantation will be part of the transplantation program, a written
agreement with an organ acquisition center for organ procurement is required. A system
by which 24-hour call can be maintained for assessment, management, and retrieval of all
referred donors, cadaver donors or organs shared by other transplant or organ
procurement agencies is mandatory. Applicants for a bone marrow transplantation
program are exempt from this requirement.

An age-appropriate (adult or pediatric) intensive care unit which includes facilities for
prolonged reverse isolation when required.

A clinical review committee for evaluation and decision-making regarding the suitability
of a transplant candidate.

Written protocols for patient care for each type of organ transplantation program
including, at a minimum, patient selection criteria for patient management and evaluation
during the pre-hospital, in-hospital, and immediate post-discharge phases of the program.
Detailed therapeutic and evaluative procedures for the acute and long term management
of each transplant program patient, including the management of commonly encountered
complications.

5 For a discussion of the licensure requirements in a CON rule versus a licensure rule, see the CON overview below.
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(@]

Equipment for cooling, flushing, and transporting organs. If cadaveric transplants are
performed, equipment for organ preservation through mechanical perfusion is necessary.
Applicants for a bone marrow transplantation program are exempt from this requirement.
This requirement may be met through an agreement with an organ procurement agency.
An onsite tissue-typing laboratory or a contractual arrangement with an outside
laboratory within the state which meets the requirements of the American Society of
Histocompatibility.

Pathology services with the capability of studying and promptly reporting a patient’s
response to the organ transplantation surgery, and analyzing appropriate biopsy material.
Blood banking facilities.

A program for the education and training of staff regarding the special care of
transplantation patients.

Education programs for patients, their families, and a patient’s primary care physician
regarding after-care for transplantation patients.

e Specialized requirements:

(@]

For heart transplant programs:

e A board-certified or board-eligible adult cardiologist, or, in the case of a pediatric
heart transplantation program, a board-certified or board-eligible pediatric
cardiologist;

e An anesthesiologist experienced in both open heart surgery and heart transplantation;
and

e A one-bed isolation room in an age-appropriate intensive care unit.

For liver transplant programs:

e A department of gastroenterology, including clinics, and adequately equipped
procedure rooms;

e Radiology services to provide complex biliary procedures, including transhepathic
cholangiography, protal venography, and arteriography;

e A laboratory with the capability of performing and promptly reporting the results of
liver function tests as well as required chemistry, hematology, and virology tests; and

e A patient convalescent unit for further monitoring of patient progress for
approximately one month post-hospital discharge following liver transplantation.

e In addition to the general staffing requirements for all transplantation programs,
program staff for liver transplantation programs must be trained in the care of patients
with hepatic diseases, and liver transplantation.

For kidney transplant programs:

e Coordination of services requirements:

o Inpatient services must be available and must include renal dialysis and pre- and
post operative care. There must be 24-hour availability of onsite dialysis under the
supervision of a board-certified or board-eligible nephrologist. If pediatric
patients are served, a separate pediatric dialysis unit must be established.

o Outpatient services must be available and must include renal dialysis services and
ambulatory renal clinic services.

o Ancillary services must include pre-dialysis, dialysis, and post transplantation
nutritional services; bacteriologic, biochemical, and pathological services;
radiologic services; and nursing services with the capability of monitoring and
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support during dialysis and assisting with home care including vascular access
and home dialysis management, when applicable.

e Staffing requirements for adult programs:

o

o

o

The kidney transplantation program must be under the direction of a physician
with experience in physiology, immunology, and immuno-suppressive therapy
relevant to kidney transplantation.

The transplant surgeon must be board-certified in surgery or a surgical
subspecialty and must have a minimum of 18 months training in a transplant
center.

The transplant team performing kidney transplantation must include physicians
who are board-certified or board-eligible in the areas of anesthesiology,
nephrology, psychiatry, vascular surgery, and urology.

Additional support personnel which must be available include a nephrology nurse
with experience in nursing care of patients with permanent kidney failure, and a
renal dietician.

A laboratory with the capability of performing and promptly reporting
bacteriologic, biochemical, and pathologic analysis.

An anesthesiologist experienced in kidney transplantation.

e Staffing requirements for pediatric programs:

o

®)
@)

o

A medical director who is sub-board-certified or sub-board-eligible in pediatric
nephrology.

A dialysis unit head nurse with special training and expertise in pediatric dialysis.
Nurse staffing at a nurse-to-patient ratio of one-to-one in the pediatric dialysis
unit.

A registered dietician with expertise in nutritional needs of children with chronic
renal disease.

A surgeon with experience in pediatric renal transplantation.

A radiology service with specialized equipment for obtaining X-rays on pediatric
patients.

Education services to include home and hospital programs to ensure minimal
interruption in school education.

o For bone marrow transplant programs:

e Staffing Requirements:

o

o

A program director who is a board certified hematologist or oncologist with
experience in the treatment and management of pediatric acute oncological cases
involving high dose chemotherapy or high dose radiation therapy. The program
director must have formal training in pediatric bone marrow transplantation;
Clinical nurses with experience in the care of critically ill immuno-suppressed
patients. Nursing staff must be dedicated full time to the program;

An interdisciplinary transplantation team with expertise in hematology, oncology,
immunologic diseases, neoplastic diseases, including hematopoietic and
lymphopoietic malignancies, and non-neoplastic disorders. The team must direct
permanent follow-up care of the bone marrow transplantation patients, including
the maintenance of immunosuppressive therapy and treatment of complications;
A radiation therapy division onsite which is capable of sub-lethal x-irradiation,
bone marrow ablation, and total lymphoid irradiation. The division must be under
the direction of a board-certified radiation oncologist;
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o
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An ongoing research program that is integrated either within the hospital or by
written agreement with a bone marrow transplantation center operated by a
teaching hospital. The program must include outcome monitoring and long-term
patient follow-up; and;

An established research-oriented oncology program.

Pediatric allogenic bone marrow transplant requirements:

©)

o

o

A laboratory equipped to handle studies including the use of monoclonal
antibodies, if this procedure is employed by the hospital, or T-cell depletion,
separation of lymphocyte and hematological cell subpopulations and their
removal for prevention of graft versus host disease. This requirement may be met
through contractual arrangements;

An onsite laboratory equipped for the evaluation and cryopreservation of bone
marrow;

An age-appropriate patient convalescent facility to provide a temporary residence
setting for transplant patients during the prolonged convalescence; and

An age-appropriate outpatient unit for close supervision of discharged patients.

Adult allogenic bone marrow transplant program requirements:

o

©)

Inpatient transplantation units for post-transplant hospitalization. Post-
transplantation care must be provided in a laminar air flow room; or in a private
room with positive pressure, reverse isolation procedures, and terminal high
efficiency particulate aerosol filtration on air blowers. The designated transplant
unit must have a minimum of two beds. This unit can be part of a facility that also
manages patients with leukemia or similar disorders;

A radiation therapy division onsite which is capable of sub-lethal x-irradiation,
bone marrow ablation, and total lymphoid irradiation. The division must be under
the direction of a board-certified radiation oncologist;

A laboratory equipped to handle studies including the use of monoclonal
antibodies, if this procedure is employed by the hospital, or T-cell depletion,
separation of lymphocyte and hematological cell subpopulations and their
removal for prevention of graft versus host disease. This requirement may be met
through contractual arrangements;

An onsite laboratory equipped for the evaluation and cryopreservation of bone
marrow;

An ongoing research program that is integrated either within the hospital or by
written agreement with a bone marrow transplantation center operated by a
teaching hospital. The program must include outcome monitoring and long-term
patient follow-up;

An established research-oriented oncology program;

A patient convalescent facility to provide a temporary residence setting for
transplant patients during the prolonged convalescence; and

An outpatient unit for close supervision of discharged patients.

Adult autologous bone marrow transplant program requirements:

o

Inpatient transplantation units for post-transplant hospitalization. Post-
transplantation care must be provided in a laminar air flow room; or in a private
room with positive pressure, reverse isolation procedures, and terminal high
efficiency particulate aerosol filtration on air blowers. The designated transplant
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unit must have a minimum of two beds. This unit can be part of a facility that also
manages patients with leukemia or similar disorders;

o A radiation therapy division onsite which is capable of sub-lethal x-irradiation
and total lymphoid irradiation. The division must be under the direction of a
board-certified radiation oncologist;

o Anongoing research program that is integrated either within the hospital or by
written agreement with a bone marrow transplantation center operated by a
teaching hospital; or the applicant may enter into an agreement with an outpatient
provider having a research program, as defined in this rule. Under the agreement,
the outpatient research program may perform specified outpatient phases of adult
autologous bone marrow transplantation, including blood screening tests,
mobilization of stem cells, stem cell rescue, chemotherapy, and reinfusion of stem
cells; and

o An established research-oriented oncology program.

e Lung, Heart and Lung, Pancreas and Islet Cells, and Intestines transplant programs
have no additional requirements.

CON Overview

In Florida, a CON is a written statement issued by the AHCA evidencing community need for a
new, converted, expanded, or otherwise significantly modified health care facility or health
service, including hospices. The Florida CON program has three levels of review: full,
expedited, and exempt.® Florida’s CON program has existed since July 1973. From 1974
through 1986, the specifics of the program were largely dictated by the federal National Health
Planning and Resources Development Act of 1974 (Act), which established minimum
requirements regarding the type of services subject to CON review, review procedures, and
review criteria.” Each state was required to have a CON program in compliance with the Act as a
condition for obtaining federal funds for health programs. The Act was repealed in 1986. The
Legislature repealed Florida’s CON program for most hospitals and tertiary services, including
organ transplantation, in 2019 with the passage of HB 21.2 However, HB 21 allowed the AHCA
to continue to enforce the licensure portions of its CON rules for tertiary services until such time
as the AHCA has adopted corresponding licensure rules.

Status of Certificate of Need Rules for Organ Transplant and Neonatal Intensive Care

Currently, licensure of organ transplantation programs in Florida is governed by Rule 59C-1.044,
F.A.C., and licensure of NICUs is governed by Rule 59C-1.042, F.A.C. Although the CON
program was repealed for tertiary services including organ transplantation and NICUs in 2019
(see CON Overview above), the AHCA was authorized to continue to enforce the licensure
portions of its CON rules until such time as the AHCA has adopted corresponding licensure
rules. As of January 23, 2020, the AHCA has proposed amending Rule 59A-3.246, F.A.C., to
incorporate licensure requirements for organ transplant programs and has proposed creating

Rule 59A-3.249, F.A.R.; however, these proposed changes have not yet been adopted.

6 Section 408.036, F.S.
" Pub. Law No. 93-641, 42 U.S.C. s. 300k et seq.
8 Chapter 2019-136, L.O.F.
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Effect of Proposed Changes:

CS/SB 1516 substantially amends and creates several sections of law relating to organ donations.

Section 1 amends s. 408.0455, F.S., to specify that AHCA CON rules for minimum volume
standards for organ transplantation and neonatal intensive care services remain in effect until the
AHCA has adopted corresponding licensure rules.

Section 2 amends s. 627.6045 to prohibit a health insurance policy from limiting or excluding
coverage for a living organ donor under a preexisting condition provision.

Sections 3 and 5 amend ss. 765.514 and 765.517, F.S., respectively, to prohibit an organ
transplantation facility from charging an organ donor or his or her family any fee for services
relating to the procurement or donation of the donor’s organs and to add a statement on the
uniform donor card form that neither the donor nor his or her family is responsible for the
payment of any fees associated with services relating to the procurement or donation of the
donor’s organs, tissues, or eyes.

Section 4 amends s. 765.5155, F.S., to expand the organ donation education program to include
federal laws and information on the organ donation and transplantation process.

Section 6 amends s. 765.522, F.S., to require that the AHCA establish rules and guidelines to
require that individuals who request consent of an anatomical gift from a patient’s health care
surrogate or other representative, be required to clearly explain to patients and living organ
donors the protocols of the hospital and the federal and state regulations regarding donation.

Section 7 revises s. 763.53, F.S., to expand the duties of the existing OTAC and rename it as the
Organ Transplant Technical Advisory Council (Council).

The bill establishes the Council within the AHCA to develop standards for quality and outcomes
at adult and pediatric organ transplant programs. The Council is also tasked with advising the
AHCA and the Legislature regarding the cost savings, trends, research, and protocols and
procedures relating to organ donation and transplantation, including the availability of organs for
donation. The bill specifies that unless otherwise stated, the Council must operate in accordance
with s. 20.052, F.S.

The bill establishes the membership of the council to include eight voting members appointed by
the CEO of each of the following hospitals:

Jackson Memorial Hospital in Miami.

Tampa General Hospital in Tampa.

University of Florida Health Shands Hospital in Gainesville.

AdventHealth Orlando in Orlando.

Mayo Clinic in Jacksonville.

Cleveland Clinic Florida in Weston.

Largo Medical Center in Largo.

Broward Health Medical Center in Fort Lauderdale
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Each such member must have technical expertise in adult or pediatric organ transplantation and
must be an organ transplant surgeon licensed under chs. 458 or 459, F.S., or an organ transplant
nurse coordinator licensed under ch. 464. Each such member’s appointment is contingent upon
the appointing hospital’s compliance with ch. 395, F.S., and related rules. If the hospital is
noncompliant, the member may serve only as a nonvoting member until the hospital comes into
compliance.

Additionally, the Secretary of the AHCA must serve as the chair and a nonvoting member of the
Council and must appoint the following to serve as voting members:

e The State Surgeon General or his or her designee.

A parent of a child who has had an organ transplant.

An adult who has had an organ transplant.

An adult patient who is on an organ transplant waiting list.

A licensed physician who practices in each of the following organ transplantation areas:
o Kidneys.

Lungs.

Heart.

Liver.

Pancreas.

o O O O

Voting members of the Council are required to reflect the ethnic and gender diversity of the
state. Members serve without compensation but may be reimbursed for per diem and travel
expenses. Members of the Council who are performing their duties in good faith are considered
agents of the state for the purpose of sovereign immunity. Members may be reappointed and
each vacancy may be filled in the same manner as it was originally filled.

The Council must meet at least twice annually and additionally upon call of the chair. The
meetings may be held using any method of telecommunications.

The Council’s duties include:

e Recommending to the AHCA and the Legislature standards for quality care of adult and
pediatric organ transplant patients including:
o Recommendations on minimum volume of transplants by organ type;

Personnel,;

Physical plant;

Equipment;

Transportation; and
o Data reporting for hospitals that perform organ transplants.

e Reporting its recommendations to the Governor, the President of the Senate, the Speaker of
the House of Representatives, the Secretary of Health Care Administration, and the State
Surgeon General by October 1, 2021.

o O O O

Additionally, the Council may, but is not required to, further advise the AHCA and the
Legislature regarding research focused on improving overall organ availability. Voting members
may only vote on a specific recommendation if the hospital which the member represents has a
transplant program for that type of organ.
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Based on the recommendations of the Council, the AHCA must develop and adopt rules for
organ transplant programs so that such rules include, at a minimum:

Quality of care standards for adult and pediatric organ transplants, including minimum
volume thresholds by organ type, personnel, physical plant, equipment, transportation, and
data reporting.

Outcome and survival rate standards that meet or exceed nationally established levels of
performance in organ transplantation.

Specific steps to be taken by the AHCA and licensed facilities when the facilities do not meet
the volume, outcome, or survival rate standards within a specified timeframe that includes
the time required for detailed case reviews and the development and implementation of
corrective action plans.

This requirement to adopt or amend rules is repealed on July 1, 2030.

Section 8 amends s. 765.543, F.S., to require the Organ and Tissue Procurement and
Transplantation Board to, by September 1, 2021, submit to the AHCA recommendations that
address:

The frequency of communication between patients and organ transplant coordinators.

The monitoring of each organ transplantation facility and the annual reporting and
publication of relevant information regarding the statewide number of patients placed on
waiting lists and the number of patients who receive transplants, aggregated by the facility.
The establishment of a coordinated communication system between organ transplantation
facilities and living organ donors for the purpose of minimizing the cost and time required
for duplicative lab tests, including the sharing of lab results between facilities.

The potential incentives for organ transplantation facilities that may be necessary to increase
organ donation in this state.

The creation of a more efficient regional or statewide living organ donor process.

The potential opportunities and incentives for organ transplantation research.

The best practices for organ transplantation facilities and organ procurement organizations
which promote the most efficient and effective outcomes for patients.

The monitoring of organ procurement organizations.

Additionally, the bill specifies that the Board must collaborate with other relevant public or
private entities in the development of necessary professional qualifications for persons engaged
various facets of organ and tissue procurement.

Section 9 creates s. 765.548, F.S., to require the AHCA to:

Monitor the operation of each organ transplantation facility and organ procurement

organization located in this state.

Develop uniform statewide rules regarding organ donations, which:

o Must include the requirement that each hospital designate at least one employee or
representative of the hospital who is educated on the protocols of the hospital and federal
and state regulations regarding organ donation, to provide a clear explanation of such
subjects to any patient, or a patient’s representative, who is considering posthumous or
living organ donation; and
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o May include, but need not be limited to, procedures for maintaining a coordinated system
of communication between organ transplantation facilities.

Evaluate the current protocols and procedures used by organ transplantation facilities and

make recommendations for improving such protocols and procedures.

Establish annual reporting requirements for organ transplantation facilities and organ

procurement organizations.

In consultation with the state Board of Education and the contractor procured by the AHCA

pursuant to s. 765.5155, F.S., develop a curriculum for educating high school students

regarding the laws of this state relating to organ donation.

Publish any data and other relevant information to adequately inform patients and potential

donors about organ donation and organ transplantation by December 1, 2021, and each year

thereafter.

Section 10 amends s. 409.815, F.S., to make a conforming change

Section 11 provides that the bill has an effective date of July 1, 2020.

Constitutional Issues:

A.

Municipality/County Mandates Restrictions:
None.

Public Records/Open Meetings Issues:
None.

Trust Funds Restrictions:

None.

State Tax or Fee Increases:

None.

Other Constitutional Issues:

None.

Fiscal Impact Statement:

A.

Tax/Fee Issues:
None.
Private Sector Impact:

None.
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C. Government Sector Impact:

CS/SB 1516 may have an indeterminate negative fiscal impact on the AHCA due to the
requirement to reimburse Council members for per diem and travel expenses.

VI. Technical Deficiencies:
None.
VII. Related Issues:
None.
VIII. Statutes Affected:

This bill substantially amends sections 408.0455 and 765.53 of the Florida Statutes.
IX.  Additional Information:

A. Committee Substitute — Statement of Substantial Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)

CS by Health Policy on January 27, 2020:

The CS changes the title of the bill from “an act relating to organ transplant technical

Advisory Council to “an act relating to organ donation” and amends and creates

additional sections of law relating to organ donation as follows:

e Section 627.6045, F.S., is amended to prohibit a health insurance policy from limiting
or excluding coverage for a living organ donor under a preexisting condition
provision.

e Sections 765.517 and 765.514, F.S., are amended to prohibit an organ transplantation
facility from charging an organ donor or his or her family any fee for services relating
to the procurement or donation of the donor’s organs and to add a statement on the
uniform donor card form that neither the donor nor his or her family is responsible for
the payment of any fees associated with services relating to the procurement or
donation of the donor’s organs, tissues, or eyes.

e Section 765.5155, F.S., is amended to expand the organ donation education program
to include federal laws and information on the organ donation and transplantation
process.

e Section 765.543, F.S., is amended to require the Organ and Tissue Procurement and
Transplantation Board to, by September 1, 2021, submit to the AHCA
recommendations that address:

o The frequency of communication between patients and organ transplant
coordinators.

o The monitoring of each organ transplantation facility and the annual reporting and
publication of relevant information regarding the statewide number of patients
placed on waiting lists and the number of patients who receive transplants,
aggregated by the facility.
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The establishment of a coordinated communication system between organ
transplantation facilities and living organ donors for the purpose of minimizing
the cost and time required for duplicative lab tests, including the sharing of lab
results between facilities.

The potential incentives for organ transplantation facilities that may be necessary
to increase organ donation in this state.

The creation of a more efficient regional or statewide living organ donor process.
The potential opportunities and incentives for organ transplantation research.
The best practices for organ transplantation facilities and organ procurement
organizations which promote the most efficient and effective outcomes for
patients.

The monitoring of organ procurement organizations.

e Section 765.548, F.S., is created to require the AHCA to:

o

o

Monitor the operation of each organ transplantation facility and organ
procurement organization located in this state.

Develop uniform statewide rules regarding organ donations, which must include
the requirement that each hospital designate at least one employee or
representative of the hospital who is educated on the protocols of the hospital and
federal and state regulations regarding organ donation, to provide a clear
explanation of such subjects to any patient, or a patient’s representative, who is
considering posthumous or living organ donation; and may include, but need not
be limited to, procedures for maintaining a coordinated system of communication
between organ transplantation facilities.

Evaluate the current protocols and procedures used by organ transplantation
facilities and make recommendations for improving such protocols and
procedures.

Establish annual reporting requirements for organ transplantation facilities and
organ procurement organizations.

In consultation with the state Board of Education and the contractor procured by
the AHCA pursuant to s. 765.5155, F.S., develop a curriculum for educating high
school students regarding the laws of this state relating to organ donation.
Publish any data and other relevant information to adequately inform patients and
potential donors about organ donation and organ transplantation by December 1,
2021, and each year thereafter.

In addition, the CS amends requirements for the Council to:

e Require the Council to advise the AHCA and the Legislature regarding the cost
savings, trends, research, and protocols and procedures relating to organ donation and
transplantation, including the availability of organs for donation.

e Revise the membership of the Council to:

©)
©)

Allow the appointment of organ transplant nurses, in addition to physicians;
Reduce the members appointed by hospitals to eight;® and

9 Memorial Regional hospital in Hollywood, Halifax Health Medical Center in Daytona Beach, Sacred Heart Hospital in
Pensacola, H. Lee Moffitt cancer Center and Research Institute in Tampa, and the University of Miami Hospital in Fort
Lauderdale are removed from the list while Broward Health Medical Center in Fort Lauderdale is added.
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o Grant voting rights to members of the Council appointed by the secretary of the
AHCA and revise the list of members appointed by the secretary;° and

o Require voting members to reflect the ethnic and gender diversity of the state;

e Reuvise the duties of the Council to:

o Require recommendations be presented to the Legislature as well as the AHCA,;

o Eliminate the duty to develop recommendations for improving education,
outreach, and communication between hospitals, patients, and the public, with an
emphasis on potential and prospective donors, including recommendations for
clear explanations to the public of relevant laws, rules, and regulations;
requirements for coordinated communication between hospitals, between
hospitals and patients, and between hospitals and prospective donors; and
recommendations for providing education to the public on the organ donation
process, with an emphasis on educating potential living donors; and

o Allow the Council to advise the AHCA and the Legislature regarding research
focused on improving overall organ availability.

The CS also revises the automatic repeal date of the requirement that the AHCA adopt
rules based on the Councils recommendations from an automatic repeal when the AHCA
adopts such rules to a repeal on the set date of July 1, 2030.

Amendments:

None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.

10 Representatives of the Florida Hospital Association, the Safety Net Hospital Alliance of Florida, and HCA Healthcare are
removed from the underlying bill while an adult patient who is on an organ transplant waiting list and licensed physicians
who specialize in organ transplantation of the kidneys, lungs, liver, heart, and pancreas are added.
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Florida Senate - 2020 SB 1516

By Senator Harrell

25-01544A-20 20201516
A bill to be entitled
An act relating to the Organ Transplant Technical
Advisory Council; amending s. 765.53, F.S.; requiring
the Agency for Health Care Administration to establish
the Organ Transplant Technical Advisory Council for a
specified purpose; providing for membership, meetings,
and duties of the council; requiring the council to
submit a report to the Governor, the Legislature, the
Secretary of Health Care Administration, and the State
Surgeon General by a specified date; extending
sovereign immunity to council members under certain
circumstances; requiring the agency to amend or adopt
specified rules based on the council’s
recommendations; providing for expiration of a certain
provision; amending s. 408.0455, F.S.; revising a
provision related to the operation of certain rules

adopted by the agency; providing an effective date.
Be It Enacted by the Legislature of the State of Florida:
Section 1. Section 765.53, Florida Statutes, is amended to

read:

(Substantial rewording of section. See

s. 765.53, F.S., for present text.)

765.53 Organ Transplant Technical Advisory Council.—
(1) CREATION AND PURPOSE.—The Organ Transplant Technical

Advisory Council, an advisory council as defined in s. 20.03, is

created within the agency to assist the agency in developing

standards for quality and outcomes at adult and pediatric organ

Page 1 of 5
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transplant programs. Unless expressly provided otherwise in this

section, the council shall operate in a manner consistent with
s. 20.052.
(2) MEMBERS.—

(a) Voting members of the council must have technical

expertise in adult or pediatric organ transplantation. Each

chief executive officer of the following hospitals shall appoint

one representative, who must be an organ transplant surgeon

licensed under chapter 458 or chapter 459, to serve as a voting

member of the council:

1. Jackson Memorial Hospital in Miami.

2. Tampa General Hospital in Tampa.

3. University of Florida Health Shands Hospital in

Gailnesville.

4, AdventHealth Orlando in Orlando.

Mayo Clinic in Jacksonville.

Largo Medical Center in Largo.

5
6. Cleveland Clinic Florida in Weston.
7
8

Memorial Regional Hospital in Hollywood.

9. Halifax Health Medical Center in Daytona Beach.

10. Sacred Heart Hospital in Pensacola.

11. H. Lee Moffitt Cancer Center and Research Institute,

Inc., in Tampa.

12. University of Miami Hospital in Miami.

(b) The Secretary of Health Care Administration shall serve

as the chair and a nonvoting member of the council.

(c) The Secretary of Health Care Administration may appoint

any of the following individuals to serve as a nonvoting member

of the council:
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1. The State Surgeon General.

A parent of a child who has had an organ transplant.

An adult who has had an organ transplant.

One representative from each of the following:

The Florida Hospital Association.

The Safety Net Hospital Alliance of Florida.
HCA Healthcare.

Q | o | jJw [N

(d) Appointments made under paragraph (a) are contingent

upon the hospital’s compliance with chapter 395 and rules

adopted thereunder. A member of the council appointed under

paragraph (a) whose hospital fails to comply with such law and

rules may serve only as a nonvoting member until the hospital

comes into compliance.

(e) Any vacancy on the council must be filled in the same

manner as the original appointment. Members are eligible for

reappointment.

(f) Members of the council shall serve without compensation

but may be reimbursed as provided in s. 112.061 for per diem and

travel expenses incurred in the performance of their duties

under this section.

(3) MEETINGS.—The council shall meet at least annually and

upon the call of the chair. The council may use any method of

telecommunications to conduct its meetings.

(4) DUTIES.—The council shall recommend to the agency

standards for quality care of adult and pediatric organ

transplant patients, including recommendations on minimum volume

of transplants by organ type, personnel, physical plant,

equipment, transportation, and data reporting for hospitals that

perform organ transplants. The council shall also develop
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recommendations for improving education, outreach, and

communication between hospitals, patients, and the public, with

an emphasis on potential and prospective donors, including

recommendations for clear explanations to the public of relevant

laws, rules, and regulations; requirements for coordinated

communication between hospitals, between hospitals and patients,

and between hospitals and prospective donors; and

recommendations for providing education to the public on the

organ donation process, with an emphasis on educating potential

living donors. When developing its recommendations, the council

shall review any relevant existing or proposed agency rules and

may provide recommendations to the agency on amendments to such

rules. A voting member may vote on standards related to a

specific type of organ only if he or she represents a hospital

that has a transplant program for that organ.

(5) REPORT.—By October 1, 2021, the council shall submit a

report of its recommendations to the Governor, the President of

the Senate, the Speaker of the House of Representatives, the

Secretary of Health Care Administration, and the State Surgeon

General.

(6) SOVEREIGN IMMUNITY.—Members of the council acting in

good faith in the performance of their duties under this section

are considered agents of the state for purposes of s. 768.28.

(7) AGENCY RULES.—

(a) Based on the recommendations of the council, the agency

shall amend or adopt rules for organ transplant programs so that

such rules include at least all of the following:

1. Quality of care standards for adult and pediatric organ

transplants, including minimum volume thresholds by organ type,
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personnel, physical plant, equipment, transportation, and data

reporting.

2. Outcome and survival rate standards that meet or exceed

nationally established levels of performance in organ

transplantation.

3. Specific steps to be taken by the agency and licensed

facilities when the facilities do not meet the volume, outcome,

or survival rate standards within a specified timeframe that

includes the time required for detailed case reviews and the

development and implementation of corrective action plans.

(b) This subsection expires upon the agency’s adoption of

organ transplant program rules in accordance with paragraph (a).

Section 2. Section 408.0455, Florida Statutes, i1s amended

to read:

408.0455 Rules; pending proceedings.—The rules of the
agency in effect on June 30, 2004, shalt remain in effect and
are shatdi—be enforceable by the agency with respect to ss.
408.031-408.045 until such rules are repealed or amended by the
agency. Rules 59C-1.039 through 59C-1.044, Florida

Administrative Code, including, but not limited to, the minimum

volume standards for organ transplantation and neonatal

intensive care services, remain in effect for the sole purpose

of maintaining licensure requirements for the applicable
services until the agency has adopted rules for the
corresponding services pursuant to s. 395.1055(1) (i), Florida
Statutes 2018.

Section 3. This act shall take effect July 1, 2020.
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The Florida Senate

BILL ANALYSIS AND FISCAL IMPACT STATEMENT

(This document is based on the provisions contained in the legislation as of the latest date listed below.)

Prepared By: The Professional Staff of the Committee on Health Policy

BILL:

SB 798

INTRODUCER: Senator Rouson

SUBJECT: Procurement of Human Organs and Tissue
DATE: January 27, 2020 REVISED:
ANALYST STAFF DIRECTOR REFERENCE ACTION
1. Williams Brown HP Favorable
2. CJ
3. RC
Summary:

SB 798 prohibits for-profit entities from obtaining certification as eye banks and from collecting
any eye, cornea, eye tissue, or corneal tissue. The bill provides exceptions for specified entities.

The bill will result in the Agency for Health Care Administration (AHCA) collecting $4,000 less
in annual assessment fees for the currently operating for-profit eye banks in Florida. The fiscal
impact of the bill on private stakeholders is unknown.!

The effective date of the bill is July 1, 2020.
Present Situation:
Regulations and Standards for Tissue Processing

Tissue processing in the United States is governed by mandatory requirements enforced by
federal and state regulatory authorities. The authorization of donated tissues is governed by the
Uniform Anatomical Gift Act. Tissue banks in the United States are governed by the National
Organ Transplantation Act (NOTA), which provides that tissue cannot be bought or sold. The
law does allow for reimbursement of costs associated with the recovery, processing, and storing
of tissue and the development of tissue processing technologies. Such activities can include
research, screening and testing, sterilization processes, and precision-tooled shaping of
allographs for transplantation.

Regardless of their status, all tissue banks must meet the same regulatory requirements and have
the same goal of assisting in the process of making tissue safely available for transplants. Human
tissue processed and distributed for transplantation by the American Association of Tissue Banks

! Agency for Health Care Administration, Senate Bill 798 Analysis (updated January 23, 2020) (on file with the Senate
Committee on Health Policy).
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(AATB)-accredited tissue banks is subject to federal Food and Drug Administration (FDA)
regulation and AATB’s standards.?

Statutory Provisions Specific to Eye Banks in Florida

Part V of ch. 765, F.S., contains provisions specific to the donation and procurement of human
organs and tissues. Under this part, “procurement” is defined in s. 765.511(18), F.S., as “any
retrieval, recovery, processing, storage, or distribution of human organs or tissues for
transplantation, therapy, research, or education.”

Section 765.542, F.S., provides requirements for the certification of procurement organizations
in the state of Florida. Procurement organizations, as defined in subsection 765.511(19), F.S.,
include organ procurement organizations, eye banks, and tissue banks. Per s. 765.511(11), F.S.,
an eye bank is “an entity that is accredited by the Eye Bank Association of America or otherwise
regulated under federal or state law to engage in the retrieval, screening, testing, processing,
storage, or distribution of human eye tissue.”

In accordance with s. 765.542(3), F.S., a person may not engage in the practice of eye
procurement in the state of Florida without being appropriately certified as an eye bank by the
AHCA. Funeral directors or direct disposers who retrieve eye tissue for a certified eye bank are
exempt from being certified as eye banks.

All procurement organizations, including eye banks, are required to file an annual report and an
annual assessment fee to the AHCA based on reported revenues from procurement and
processing activities, as provided in s. 765.544, F.S. During State Fiscal Year 2018-2019, $3,500
in annual assessment fees were received by the AHCA from for-profit eye banks.®

Chapter 873, F.S., governs the sale of anatomical matter by a person or a for-profit entity and
includes provisions related to the purchase, sale, and transfer of human organs and tissues,
including, but not limited to: the eye, cornea, kidney, liver, heart, lung, pancreas, bone, and skin.*

Section 873.01(2), F.S., prohibits for-profit entities, or any employee of a for-profit entity, from
transferring human organs and tissues or arranging for the transfer of human organs and tissues
for valuable consideration. “Valuable consideration” does not include the reasonable costs
associated with the removal, storage, and transportation of a human organ or tissue.

Procurement Organizations Regulated by the Agency for Health Care Administration

According to the AHCA, there are currently 155 procurement organizations certified in the state
of Florida. Of these, four are certified as organ procurement organizations, 24 are certified as eye
banks, and 127 are certified as tissue banks. Of the 24 certified eye banks, three are physically
located in Florida, and the remaining 21 eye banks certified in Florida are out-of-state

2 American Association of Tissue Banks, Regulation and Standards, available at https://www.aatb.org/regulatory (last visited
on Jan. 23, 2020).

3 Supra note 1.

4 Section 873.01(3)(a), F.S.
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organizations. The three eye banks located in Florida are not-for-profit corporations. The profit
status of Florida’s certified eye banks is as follows:

e Sixteen not-for-profit entities, and

e Eight for-profit entities.®

Corporate Trends in the Eye-Tissue Banking Industry

In recent years, the market for corneal tissue procurement, transport, and surgeon partnerships
has experienced somewhat of a shift from local, community-based eye banks to larger
companies. Some of these larger companies are represented by not-for-profit corporations
affiliated with for-profit “daughter” companies, which, in partnership with each other, play
defined roles in the process, with the non-profit organization recovering the tissue while the for-
profit organization processes, evaluates, and distributes the tissues to cornea surgeons.®

The for-profit status of any participant in the process has drawn criticism. However, defenders of
such partnerships respond by noting that such for-profit companies operate under the NOTA,
which states that it is illegal to buy or sell organs and tissues while it is legal to obtain reasonable
payment associated with the removal, transportation, processing, preservation, quality control,
and storage of corneas and eye tissue. Similarly, local eye banks routinely obtain payment related
to these actions. Some argue that the for-profit connection fundamentally alters the relationship
between physicians, eye banks, and donors by rendering the gift of the tissue as a commodity.
The resulting ethical debate may be crucial to the future of eye banks.’

Il. Effect of Proposed Changes:

Section 1 amends s. 765.542, F.S., relating to requirements to engage in organ, tissue, or eye
procurement, to specify that a for-profit entity may not engage, directly or indirectly, in the
procurement of any eye, cornea, eye tissue, or corneal tissue. The bill stipulates that this new
provision does not apply to any hospital or ambulatory surgical center licensed under ch. 395,
F.S., or to a district medical examiner appointed under ch. 406, F.S.

Section 2 amends s. 873.01, F.S., relating to the prohibition on the purchase or sale of human
organs and tissues, to specify that a for-profit entity may not engage, directly or indirectly, in the
procurement, as defined in s. 765.511, F.S., of any eye, cornea, eye tissue, or corneal tissue. The
bill stipulates that this new provision does not apply to any hospital or ambulatory surgical center
licensed under ch. 395, F.S., or to a district medical examiner appointed under ch. 406, F.S.

Section 3 provides an effective date of July 1, 2020.

5 Supra note 1.

6 Majid Moshirfar, Jackson L. Goldberg, et al., A paradigm shift in eye banking: how new models are challenging the status
quo, U.S. National Library of Medicine, National Institutes of Health (Dec. 27, 2018), available at
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6311318/ (last visited Jan. 25, 2020)

"1d.
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V. Constitutional Issues:

A. Municipality/County Mandates Restrictions:
None.

B. Public Records/Open Meetings Issues:
None.

C. Trust Funds Restrictions:
None.

D. State Tax or Fee Increases:
None.

E. Other Constitutional Issues:
None.

V. Fiscal Impact Statement:

A. Tax/Fee Issues:
None.
B. Private Sector Impact:

According to the AHCA, SB 798 will result in the delicensing of eight for-profit eye
banks that are currently certified to do business in Florida and will prohibit any for-profit
entities from applying for and obtaining certification as eye banks in the future.®

C. Government Sector Impact:

The AHCA will collect $4,000 less in annual assessment fees for the currently operating
for-profit eye banks doing business in Florida.’

VI. Technical Deficiencies:

None.

8 Supra note 1.
°1d.
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VII. Related Issues:

The statutory provisions proposed in the bill do not appear to conflict with applicable federal law
relating to prohibition of organ purchases.®

VIII. Statutes Affected:

This bill substantially amends the following sections of the Florida Statutes: 765.542 and 873.01.

IX. Additional Information:

A. Committee Substitute — Statement of Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)
None.

B. Amendments:
None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.

10 See 42 U.S.C. 274e.
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Florida Senate - 2020 SB 798

By Senator Rouson

19-00897A-20 2020798
A bill to be entitled

An act relating to the procurement of human organs and
tissue; amending s. 765.542, F.S.; prohibiting for-

profit entities from procuring certain human organs

and tissue, with certain exceptions; amending s.

873.01, F.S.; prohibiting for-profit entities from

procuring certain human organs and tissue, with

certain exceptions; providing an effective date.

Be It Enacted by the Legislature of the State of Florida:

Section 1. Present subsection (4) of section 765.542,
Florida Statutes, is redesignated as subsection (5), and a new
subsection (4) is added to that section, to read:

765.542 Requirements to engage in organ, tissue, or eye
procurement.—

(4) A for-profit entity may not engage, directly or

indirectly, in the procurement of any eye, cornea, eye tissue,

or corneal tissue. This subsection does not apply to a hospital

or an ambulatory surgical center licensed under chapter 395 or

to a district medical examiner appointed under chapter 406.

Section 2. Present subsections (3) and (4) of section
873.01, Florida Statutes, are redesignated as subsections (4)
and (5), respectively, a new subsection (3) is added to that
section, and subsections (1) and (2) of that section are
amended, to read:

873.01 Purchase or sale of human organs and tissue
prohibited.—

(1) A Ne person may not shait knowingly offer to purchase

Page 1 of 2
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or sell, or purchase, sell, or otherwise transfer, any human

organ or tissue for valuable consideration.

(2) A Ne for-profit corporation or any employee thereof may
not shadd transfer or arrange for the transfer of any human body
part for valuable consideration.

(3) A for-profit entity may not engage, directly or

indirectly, in the procurement, as defined in s. 765.511, of any

eye, cornea, eye tissue, or corneal tissue. This subsection does

not apply to a hospital or an ambulatory surgical center

licensed under chapter 395 or to a district medical examiner

appointed under chapter 406.
Section 3. This act shall take effect July 1, 2020.
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The Florida Senate

Committee Agenda Request

To: Senator Gayle Harrell, Chair
Committee on Health Policy

Subject: Committee Agenda Request

Date: January 15, 2020

| respectfully request that Senate Bill # 798, relating to Procurement of Human Organs and
Tissue, be placed on the:

[] committee agenda at your earliest possible convenience.

4 next committee agenda.

Senator Darryl Ervin Rouson
Florida Senate, District 19

File signed original with committee office S-020 (03/2004)
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POLICY ANALYSIS

1. EXECUTIVE SUMMARY

This legislation amends sections 765.542! and 873.012, Florida Statutes (F.S.) in order to prohibit for-profit entities from
collecting eye, cornea, eye tissue or corneal tissue and obtaining certification as eye banks. The proposed bill creates
exceptions for hospitals and ambulatory surgical centers licensed under chapter 395, F.S. and district medical
examiners appointed under chapter 406, F.S.

The proposed hill would take effect July 1, 2020.

2. SUBSTANTIVE BILL ANALYSIS

1. PRESENT SITUATION:

There are currently 146 procurement organizations certified in the state of Florida, 24 of these procurement
organizations are certified as eye banks. There are 2 eye banks located directly in Florida; the remaining 22 certified
eye banks are out-of-state organizations. The eye banks located in Florida are both not-for-profit corporations.

The breakdown of certified eye banks is as follows:

16 — not-for-profit corporations
1 — not-for-profit hospital district
7 — for-profit corporations

Chapter 765, Part V3, F.S. contains provisions for the donation and procurement of human organs and tissues.
Procurement is defined in section 765.511,* F.S. as “any retrieval, recovery, processing, storage, or distribution of
human organs or tissues for transplantation, therapy, research, or education.” Chapter 873,% F.S. governs the sale of
anatomical matter by a person or a for-profit entity and includes explanations related to the purchase, sale and transfer
of human organs and tissues including but not limited to: the eye, cornea, kidney, liver, heart, lung, pancreas, bone, and
skin.

Section 765.542, F.S. provides requirements for the certification of procurement organizations in the state of Florida.
Procurement organizations, as defined in subsection 765.511(19), F.S. include organ procurement organizations, eye
banks, and tissue banks. Per subsection 765.511(11), F.S. an eye bank is “an entity that is accredited by the Eye Bank
Association of America or otherwise regulated under federal or state law to engage in the retrieval, screening, testing,
processing, storage, or distribution of human eye tissue.”

In accordance with subsection 765.542(3), F.S., a person may not currently engage in the practice of eye procurement
in the state of Florida without being appropriately certified as an eye bank by the Agency for Health Care Administration
(Agency). Funeral directors or direct disposers who retrieve eye tissue for a certified eye bank are exempt from being
certified as eye banks.

All procurement organizations, including eye banks, are required to file an annual report and an annual assessment fee
based on reported revenues from procurement and processing activities, as provided in section 765.544, F.S. During
the fiscal year 2018-19, $3,500.00 in annual assessment fees were received from for-profit eye banks.

Subsection 873.01(2), F.S. currently prohibits for-profit entities, or any employee of a for-profit entity, from transferring
human organs and tissues or arranging human organs and tissues for transfer for more than the reasonable costs
associated with the removal, storage, and transportation of these organs and tissues.

2. EFFECT OF THE BILL:

The bill amends sections 765.542, F.S. and 873.01, F.S. in order to prohibit for-profit entities from engaging in the
procurement of eye, cornea, eye tissue or corneal tissue. The proposed bill creates exceptions for hospitals and
ambulatory surgical centers licensed under chapter 395, F.S. and district medical examiners appointed under chapter
406, F.S.

1765.542 Requirements to engage in organ, tissue, or eye procurement, F.S.
2 873.01 Purchase or sale of human organs and tissue prohibited, F.S.

3 Chapter 795, Part V, Anatomical Gifts

4 Chapter 795.511, Definitions

5 Chapter 873, Sale of Anatomical Matter



The creation of subsection 765.542(4), F.S. would result in the delicensing of 7 eye banks that are currently certified,
and would prohibit any for-profit entities from applying for and obtaining certification as eye banks in the future.

Section 873.01, F.S. is also expanded to prohibit for-profit entities from engaging in any procurement activities of any
eye, cornea, eye tissue, or corneal tissue, not just the transfer or arrangement for transfer of human eye tissue.

The delicensing of the for-profit eye banks would result in an estimated loss of $3,500 in annual assessment fees per
year to the Agency.

For-profit eye banks account for less than 5% of all of the procurement organizations currently certified. The Agency
anticipates no impact from this bill based on the representation of for-profit eye banks currently certified within the state
of Florida.

The proposed changes do not conflict with Title 42 USC 274e® relating to prohibition of organ purchases.

The impact on private stakeholders is unknown.

3. DOES THE BILL DIRECT OR ALLOW THE AGENCY/BOARD/COMMISSION/DEPARTMENT TO DEVELOP,
ADOPT, OR ELIMINATE RULES, REGULATIONS, POLICIES, OR PROCEDURES? Y __ N_X

If yes, explain:

Is the change consistent with the
agency’s core mission? — —

Rule(s) impacted (provide
references to F.A.C., etc.):

4. WHAT IS THE POSITION OF AFFECTED CITIZENS OR STAKEHOLDER GROUPS?

Proponents and summary of Unknown
position:
Opponents and summary of Unknown
position:

5. ARE THERE ANY REPORTS OR STUDIES REQUIRED BY THISBILL? Y __ N _X

If yes, provide a description:

Date Due:

Bill Section Number(s):

6. ARE THERE ANY GUBERNATORIAL APPOINTMENTS OR CHANGES TO EXISTING BOARDS, TASK FORCES,
COUNCILS, COMMISSION, ETC.? REQUIRED BY THIS BILL? Y__ N_X

Board:

Board Purpose:

Who Appointments:

Appointee Term:

Changes:

642 USC 274e: Prohibition of organ purchases



Bill Section Number(s):

FISCAL ANALYSIS

1. DOES THE BILL HAVE A FISCAL IMPACT TO LOCAL GOVERNMENT? Y ___ N X
Revenues:
Expenditures:

Does the legislation increase
local taxes or fees? If yes,
explain.

If yes, does the legislation
provide for a local referendum
or local governing body public
vote prior to implementation
of the tax or fee increase?

2. DOES THE BILL HAVE A FISCAL IMPACT TO STATE GOVERNMENT? Y X N__

Revenues: The delicensure of the for-profit eye banks would result in an estimated loss in
revenue of $3,500 per year to the Agency, which is minimal when looking at the
revenue collected from the entire licensure program.

Expenditures:

Does the legislation contain a | No
State Government
appropriation?

If yes, was this appropriated
last year?

3. DOES THE BILL HAVE A THE FISCAL IMPACT TO THE PRIVATE SECTOR? Y _X N_

Revenues: Unknown — for-profit eye banks that can no longer be licensed
Expenditures: Unknown — for-profit eye banks that can no longer be licensed
Other:

4. DOES THE BILL INCREASE OR DECREASE TAXES, FEES, OR FINES? Y X N__
If yes, explain impact. Decrease in AHCA revenue from annual assessment fees
Bill Section Number: N/A

TECHNOLOGY IMPACT

1. DOES THE BILL IMPACT THE AGENCY’S TECHNOLOGY SYSTEMS (L.E. IT SUPPORT, LICENSING SOFTWARE,
DATA STORAGE,ETC.)? Y_ N_X

If yes, describe the anticipated
impact to the agency including
any fiscal impact.

FEDERAL IMPACT




1. DOES THE BILL HAVE A FEDERAL IMPACT (I.E. FEDERAL COMPLIANCE, FEDERAL FUNDING, FEDERAL
AGENCY INVOLVEMENT, ETC.)? Y_ N_X

If yes, describe the anticipated
impact including any fiscal
impact.

ADDITIONAL COMMENTS

LEGAL — GENERAL COUNSEL’S OFFICE REVIEW

Issues/concerns/comments: | None.
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BILL ANALYSIS AND FISCAL IMPACT STATEMENT

(This document is based on the provisions contained in the legislation as of the latest date listed below.)

Prepared By: The Professional Staff of the Committee on Health Policy

BILL:

SB 1556

INTRODUCER: Senator Bean

SUBJECT: Nondiscrimination in Organ Transplants
DATE: January 27, 2020 REVISED:
ANALYST STAFF DIRECTOR REFERENCE ACTION
1. Rossitto-Van
Winkle Brown HP Favorable
2. BI
3. AP
Summary:

SB 1556 prohibits specified entities from denying, refusing to allocate, or lowering an
individual’s priority for organ transplant medical services solely on the basis of an individual’s
disability. The bill:

Defines certain terms and entities;

Specifies when certain entities may consider an individual’s disability and when they may
not;

Requires certain entities to take steps to ensure that an individual with a disability is not
denied services, with exceptions;

Requires certain entities to make reasonable modifications to transplant policies, practices,
and procedures to accommodate individuals with a disability, with an exception;

Prohibits certain entities from denying transplant services due to individual’s lack of
auxiliary aids and services, with an exception;

Permits a civil action for injunctive or other equitable relief for violations;

Prohibits insurers, nonprofit health care service plans, and health maintenance organizations
that provide transplant coverage, from denying coverage solely on the basis of an
individual’s disability; and

Does not authorize transplants that are not medically necessary.

The bill has an effective date of July 1, 2020.

Present Situation:

Tissue Donation and Organ Transplantation

Organ and tissue donation and transplantation is the process of surgically removing an organ or
tissue from one person (the donor) and transplanting it into another person (the recipient).
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Transplantation may be necessary because the recipient’s organ or tissue has failed or has been

damaged by disease or injury. Transplantable organs include the kidneys, liver, heart, lungs,

pancreas, and intestine.! Transplantable tissue includes:

e Skin, which can be used as a temporary dressing for burns, serious abrasions, and other
exposed areas;

e Heart valves used to replace defective valves;

e Tendons used to repair torn ligaments in knees or other joints;

e Veins used in cardiac bypass surgery;

e Corneas used to restore sight; and

e Bone used in orthopedic surgery to facilitate healing of fractures or to prevent amputation.?

The Organ Procurement and Transplantation Network (OPTN)

The National Organ Transplant Act (NOTA) established the Organ Procurement and
Transplantation Network (OPTN) in 1984.% In 2000, The U.S. Department of Health and Human
Services (HHS) implemented a final rule establishing a regulatory framework for the structure
and operations of the OPTN.* HHS implemented the final rule that established the regulatory
framework for the structure and operations of the OPTN.®

The OPTN policies are rules that govern the operation of all member transplant hospitals, organ
procurement organizations (OPOs) and histocompatibility labs in the U.S.® Currently, every
transplant hospital program, OPO, and transplant histocompatibility laboratory in the U.S. is an
OPTN member. Membership means that an institution meets OPTN requirements and that it
plays an active role in forming the policies that govern the transplant community.’

The OPTN is a unique public-private partnership that links all professionals involved in the U.S.
donation and transplantation system. Also crucial to the system are individuals who sign organ
donor cards, people who comment on policy proposals, and countless volunteers who support
donation and transplantation, among many others. The OPTN regulates how donor organs are
matched and allocated to patients on the waiting list.2 On average, 95 transplants take place each
day in the U.S.°

1 Donate Life Florida, Frequently Asked Questions, https://www.donatelifeflorida.org/categories/donation/ (last visited

Jan. 27, 2018).

21d.

342 U.S.C. 274.

4 U.S. Department of Health & Human Services, Health Resources & Services Administration, Organ Procurement and
Transplantation Network, About the OPTN https://optn.transplant.hrsa.gov/governance/about-the-optn/ (last visited Jan. 22,
2020).

S1d.

6 U.S. Department of Health & Human Services, Health Resources & Services Administration, Organ Procurement and
Transplantation Network, Policies https://optn.transplant.hrsa.gov/governance/policies/ (last visited Jan. 24, 2020).

7U.S. Department of Health & Human Services, Health Resources & Services Administration, Organ Procurement and
Transplantation Network, Members https://optn.transplant.hrsa.gov/members/ (last visited Jan. 22, 2020).

8 U.S. Department of Health & Human Services, Health Resources & Services Administration, U.S. Government Information
on Organ Donation and Transplantation, The Organ Transplant Process https://organdonor.gov/about/process/transplant-
process.html (last visited Jan. 22, 2020).

9 U.S. Department of Health & Human Services, Health Resources & Services Administration, U.S. Government Information
on Organ Donation and Transplantation, Organ Donation and Transplantation Can Save Lives
https://optn.transplant.hrsa.gov/ (last visited Jan. 22, 2020).
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United Network for Organ Sharing (UNOS)

The United Network for Organ Sharing (UNOS) serves as the OPTN under contract with the
Health Resources and Services Administration (HRSA) of HHS. UNOS is a private, non-profit
organization based in Richmond, Virginia.?

Organ Procurement Organizations (OPOs) Serving Florida

In Florida, four non-profit, federally designated OPOs work closely with hospitals and transplant
centers to facilitate the organ donation and transplantation process:*

e Life Alliance Organ Recovery Agency;!?

e LifeLink Florida;*3

e LifeQuest Organ Recovery Services;'* and

e OurLegacy.®

Organ Transplant Centers (OTCs)

There are currently 252 organ transplant centers (OCTS) in the United States.'® Florida has 11
transplant centers to serve its citizens requiring organ transplants:

e The Miami Transplant Institute at the University of Miami/Jackson Memorial Medical
Center,

Broward General Medical Center/JMH Liver Transplant Program;

Cleveland Clinic Florida;

Memorial Healthcare System;

Tampa General Hospital;

Largo Medical Center;

All Children’s Hospital,

Gulf Coast Medical Center, a Division of Lee Memorial Health System;

University of Florida Health, Shands Transplant Center;

Transplant Program at Mayo Clinic Hospital,

10 4.

11 Donate Life Florida, Organ Procurement Organizations and Transplant Centers, Organ Procurement Organizations (OPOs)
Serving Florida https://www.donatelifeflorida.org/local-resources/transplant-centers/ (last visited Jan. 23, 2020).

12 University of Miami, Miller College of Medicine, Life Alliance Organ Recovery Agency
http://surgery.med.miami.edu/laora (last visited Jan. 22, 2020).

13 The LifeLink Foundation, Our Mission https://www.lifelinkfoundation.org/ (last visited Jan. 22, 2020). The LifeLink
Foundation is a non-profit community service organization dedicated to the recovery of life-saving and life-enhancing organs
and tissue for transplantation therapy. The Foundation works in a sensitive, diligent, and compassionate manner to facilitate
the donation of desperately needed organs and tissues for waiting patients, support research efforts to enhance the available
supply of organs and tissue for transplant patients, improve clinical outcomes of patients post transplantation and work
closely with the United Network For Organ Sharing (UNOS) to support its goals.

14 |_ifeQuest Organ Recovery Services, Mission https:/lifequestfla.org/about/ (last visited Jan. 22, 2020). The mission of
LifeQuest is to honor individuals’ donor designations, to ensure families’ opportunities to donate and to maximize the Gift of
Life through organ and tissue donation.

15 OurLegacy, Mission https://www.ourlegacyfl.org/mission(last visited Jan. 22, 2020). The mission of OurLegacy is
dedicated to saving and improving lives through organ and tissue donation and public education, while honoring all donors
and their loved ones whose generosity makes the gift of life possible.

16 U.S. Department of Health & Human Services, Health Resources & Services Administration, Organ Procurement and
Transplantation Network, Members https://optn.transplant.hrsa.gov/members (last visited Jan. 23, 2020).
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e Sacred Heart Health System, Pensacola;
e AdventHealth Transplant Institute; and
e Halifax Health Center for Transplant Services.

The Organ Transplant Advisory Council (OTAC)

The Florida Legislature established the Organ Transplant Advisory Council (OTAC) in 1985 to
recommend indications for adult and pediatric organ transplants to Florida’s Agency for Health
Care Administration (AHCA). The council consists of twelve members who are physicians.’
The OTAC has met 22 times, with its first meeting held August 27, 2007; and its most recent
meeting held on April 14, 2015.

The responsibilities of the council are to:

e Recommend to the AHCA indications for adult and pediatric organ transplants;

e Formulate guidelines and standards for organ transplants; and

e Development of End Stage Organ Disease and Tissue/Organ Transplant programs.

The recommendations, guidelines, and standards developed by the council are applicable only to
those health programs funded through the AHCA .18

Oversight and Implementation of Florida’s Organ Donation and Transplantation System

The organ donation and transplantation system consists of an extensive network of federal, state,
and local entities, as well as individual organ donors, recipients, and individuals on organ
transplant waitlists. The process of organ donation relies on coordination among these entities to
match organs from donors to individuals on organ transplant waitlists. The Legislature’s Office
of Program Policy Analysis and Government Accountability’s (OPPAGA) January 22, 2020,
research memo, Reviewing Florida Organ Donation and Transplantation System, lists the
participants in Florida’s organ transplantation system as follows:!®

Entity Level Role Within the Organ Donation and
Transplantation System

U.S. Department of Health Federal Oversees the two federal agencies responsible for

and Human Services organ procurement and transplantation regulation

Federal Centers for Medicare Federal Monitors procurement and transplant program

& Medicaid Services (CMS) success and quality

Health Resources and Services Federal Oversees the Organ Procurement and

Administration (HRSA) Transplantation Network and contractors (United

Network for Organ Sharing and Scientific Registry of
Transplant Recipients)

17 Agency for Health Care Administration, Organ Transplant Advisory Council, available at
https://ahca.myflorida.com/medicaid/organ_transplant/index.shtml (last visited Jan. 23, 2020).

18 Section 765.53, F.S.
19 Office of Program Policy Analysis and Government Accountability, Research Memo, OPPAGA Review of Florida’s Organ
Donation and Transplant System, (Jan. 22, 2020) (on file with the Senate Committee on Health Policy).
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Entity

Scientific Registry of
Transplant Recipients

Organ Procurement and
Transplantation Network
(OPTN)

United Network for Organ
Sharing (UNOS)

Agency for Health Care
Administration

Donate Life Florida

Department of Highway
Safety and Motor Vehicles

County Tax Collector Offices

Organ Procurement
Organizations (Certified by
CMS)

Transplant Centers

Donor Hospitals

Level

Private/
Nonprofit

Private/
Nonprofit

Private/
Nonprofit

State

Private/
Nonprofit

State

Local

Regional within
the State

Local/Private/
Nonprofit

Local/ Private/
Nonprofit

Role Within the Organ Donation and
Transplantation System

Provides statistical and other analytic support to
OPTN for the formulation and evaluation of organ
allocation

Maintains a national registry for organ matching and
carries out numerous other responsibilities relating to
organ procurement and transplantation

Operates OPTN under contract with HRSA

Contracts with Donate Life Florida for online donor
registration and education system; coordinates with
DHSMV to obtain donor registry funding; certifies
and monitors organ procurement organizations for
compliance and collects fees

Contracts with AHCA to operate a statewide online
donor registry and to provide donor education

Coordinates with county tax collector offices where
donor education and registration occur when issuing
driver licenses and identification cards; encourages
and registers organ donors when issuing
identification cards and driver licenses; provides
donor educational materials; collects voluntary
financial contributions to donor registry

Encourage and register organ donors when issuing
identification cards and driver licenses; may provide
donor educational materials; collect voluntary
financial contributions to donor registry

Follow policies set by CMS and OPTN; primarily
responsible for procuring organs and matching donor
organs to patients on waitlists and coordinating with
hospital transplant centers for transport of matched
organs

Evaluate patients to determine eligibility to be placed
on waitlists and suitability of and procuring organs at
donor hospitals after being contacted by an OPO;
perform transplant surgeries and conduct pre- and
post-transplant care

Responsible for timely notification of OPO in their
region of death or imminent death of a patient who is
a viable organ donor 2°

21d.
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The Organ Transplant Process

Step 1- Get a physician referral or contact the transplant center directly as a self-referral to be
evaluated by a transplant program as a potential transplant candidate.

Step 2- Select a Transplant Center. The OPTN has a list of member transplant centers. While a
transplant candidate may be referred to a transplant center or program, he or she may want to
make sure that it meets his or her need. Factors to consider are:

Location;

Compatibility with insurance;

Financial arrangements; and

Support group availability.

Step 3- Contact the transplant hospital to schedule an evaluation to find out if the candidate is a
good candidate for transplant. The standard transplant evaluation usually includes the following
tests and assessments:

e Blood typing;

Tissue typing;

Dental exam;

Chest X-ray;

Cardiac work-up;

Pulmonary work-up;

Infectious disease testing;

Cancer screening;

Gender-specific testing;

Psychological evaluation to determine emotional preparedness;

Evaluation of social and financial supports; and

Ability to care for oneself and the new organ after transplant.

Other testing may be required depending on the needed organ and the individual’s health
history.?

The exact process varies among transplant centers, as each center determines its own criteria for
evaluating patients. Each organ transplant center is required by law to provide its specific
guidelines and criteria for inclusion and exclusion of patients as candidates for transplant.

Step 4- If the transplant team members determine that a candidate is suitable for a transplant,
they will add him or her to the OPTN national waiting list of all people waiting for a transplant.
The transplant team will contact the candidate in writing about ten days after he or she is listed to
let the patient know the date and time his or her name was added to the national list.?2

21 United Network for Organ Sharing, Talking About Transplantation, What Every Patient Needs to Know, 2019, p. 11,
available at https://www.unos.org/wp-content/uploads/unos/WEPNTK.pdf (last visited Jan. 23, 2020).

22 U.S. Department of Health and Human Services, Health Resources & Services Administration, Organdonor.gov, The
Organ Transplant Process https://www.organdonor.gov/about/process/transplant-process.html (last visited Jan. 22, 2020).
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Organ Allocation

More than 120,000 people in the U.S. are waiting to receive an organ transplant. There are not

enough donated organs to transplant everyone in need, so a balance of the following is sought:

e Justice (fair consideration of candidates’ circumstances and medical needs); and

e Medical utility (trying to increase the number of transplants performed and the length of time
patients and organs survive).?3

Many factors are used to match organs with patients in need. Some are the same for all organs,
but the system must accommodate some unique differences for each organ.?*

Before an organ is allocated, all transplant candidates on the waiting list that are incompatible
with the donor are automatically screened out from any potential match. Then the system
determines the order in which the compatible candidates will receive offers, according to
national policies.

There are 58 local Donation Service Areas, and 11 regions, that are used for United States organ
allocation. Hearts and lungs have less time to be transplanted, so the OPTN uses a radius from
the donor hospital, instead of regions, when allocating those organs.

Factors in Organ Allocation

Each organ has different criteria for allocation, but wealth, social status, citizenship, residency,
political influence, national origin, ethnicity, sex, or religion are never factors.?® Blood type and
other medical factors weigh into the allocation of every donated organ, and other factors are
unique to each organ-type. For example, to receive a kidney, the following additional medical
factors weigh heavily in the allocation process:

Waiting time;

Donor/recipient immune system compatibility;

Pediatric status;

Prior living donor;

How far the candidate lives from donor hospital; and

Survival benefit.

For a heart or a liver transplant, the following medical factors weigh heavily in the allocation
process:

e Medical need; and

e How far the candidate lives from donor hospital.

For a lung transplant, the following medical factors weigh heavily in the allocation process:

23 U.S. Department of Health and Human Services, Health Resources & Services Administration, Organ Procurement and
Transplantation Network, How Organ Allocation Works https://optn.transplant.hrsa.gov/learn/about-transplantation/how-
organ-allocation-works/ (last visited Jan. 22, 2020).

2d.

%5 U.S. Department of Health and Human Services, Health Resources & Services Administration, Organ Procurement and
Transplantation Network, Policies, 5.4 Organ Offers (Jan. 9, 2020), p. 92, available at
https://optn.transplant.hrsa.gov/media/1200/optn_policies.pdf (last visited Jan. 23, 2020).
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e Survival benefit;

e Medical urgency;

e Waiting time; and

e How far the candidate lives from donor hospital.

Wait Times for Organ Transplants

Candidate wait times vary widely for many reasons. The shortage of organs causes most patients
to wait for a transplant. Some patients are more ill than others when they are put on the
transplant waiting list. Some patients get sick more quickly than other patients or respond
differently to treatments. Patients may have medical conditions that make it more difficult to find
a good match.

How long a patient waits depends on many factors. These can include:
Blood type;

Tissue type;

Height and weight of transplant candidate;

Size of donated organ;

Medical urgency;

Time on the waiting list;

The distance between the donor’s hospital and the potential donor organ;
How many donors there are in the local area over a period of time; and
The transplant center’s criteria for accepting organ offers.?’

Depending on the kind of organ needed, some factors are more important than others.

The Donor Matching System

The OPTN has policies that regulate how donor organs are matched and allocated to patients on
the waiting list. There are some common factors in how organs are matched, such as blood type
and how severe the patient’s illness is. However, depending on the organ, some factors become
more important than others, so there is a different policy for each organ.?® The OPTN operates
the national database of all patients in the U.S. waiting for a transplant. OPTN’s computer
system matches the donor’s organs to potential recipients.?®

When transplant hospitals accept patients onto the waiting list, the patients are registered in a
centralized, national computer network that links all donors and transplant candidates. The
UNOS center is staffed 24 hours a day throughout the year, and it assists with the matching,
sharing, and transportation of organs via this computer network.

26 U.S. Department of Health & Human Services, Health Resources & Services Administration, Organ Procurement and
Transplantation Network Transplant Process, Wait Times https://optn.transplant.hrsa.gov/learn/about-
transplantation/transplant-process/ (last visited Jan. 22, 2020).

27 d.

28 U.S. Department of Health & Human Services, Health Resources & Services Administration, Organ Procurement and
Transplantation Network, Donor Matching System https://optn.transplant.hrsa.gov/learn/about-transplantation/donor-
matching-system/ (last visited Jan. 22, 2020).

2 d.
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Transplant centers, tissue typing laboratories, and OPOs are involved in the organ sharing
process. When donor organs are identified, the procuring organization typically accesses the
computerized organ matching system, enters information about the donor organs, and runs the
match program. At times, when requested or when there is a need to identify perfectly matched
kidney donors to recipients, the matching process is handled by organ center personnel at UNOS
headquarters in Richmond, Virginia.

For each organ that becomes available, the computer program generates a list of potential
recipients ranked according to objective criteria (i.e. blood type, tissue type, size of the organ,
medical urgency of the patient, time on the waiting list, and distance between donor and
recipient). After printing the list of potential recipients, the procurement coordinator contacts the
transplant surgeon caring for the top-ranked patient (i.e. patient whose organ characteristics best
match the donor organ and whose time on the waiting list, urgency status, and distance from the
donor organ adhere to allocation policy) to offer the organ. Depending on various factors, such
as the donor’s medical history and the current health of the potential recipient, the transplant
surgeon determines if the organ is suitable for the patient. If the organ is turned down, the next
listed individual’s transplant center is contacted, and so on, until the organ is placed.

Once the organ is accepted for a potential recipient, transportation arrangements are made for the
surgical teams to come to the donor hospital, and surgery is scheduled. For heart, lung, or liver
transplantation, the recipient of the organ is identified prior to the organ recovery and called into
the hospital where the transplant will occur to prepare for the surgery.

The recovered organs are stored in a cold organ preservation solution and transported from the
donor to the recipient hospital. For heart and lung recipients, it is best to transplant the organ
within six hours of organ recovery. Livers can be preserved up to 24 hours after recovery. For
kidneys and typically the pancreas, laboratory tests designed to measure the compatibility
between the donor organ and recipient are performed. A surgeon will not accept the organ if
these tests show that the patient’s immune system will reject the organ. Therefore, the recipient
is usually not identified until after these organs are recovered.

For example, some organs can survive outside the body longer than others. So the distance
between the donor’s hospital and the potential recipient’s hospital must be taken into
consideration. How long individual organs can stay alive outside of the body is approximately
the following:

e Hearts and Lungs: 4-6 hours;

Livers: 8-12 hours;

Pancreas: 12-18 hours;

Kidney: 24-36 hours; and

Intestines: 8-16 hours.

When matching organs from deceased donors to patients on the waiting list, many of the factors
taken into consideration are the same for all organs. These usually include:

e Blood type;

e Body size;

e Severity of patient’s medical condition;



BILL: SB 1556 Page 10

e Distance between the donor’s hospital and the patient’s hospital;

e The patient’s waiting time; and

e Whether the patient is available (for example, whether the patient can be contacted and has
no current infection or other temporary reason that transplantation cannot take place).

Allocation Calculators

The Calculated Panel Reactive Antibody (CPRA) calculator is used to evaluate candidates for
kidney, pancreas, and kidney/pancreas transplants. This calculator uses the same formula as the
UNet™ computer system. UNet is the computer system used by the transplant center to calculate
kidney, pancreas, and kidney/pancreas allocation scores for candidates in need of a transplant.
This calculator produces a value based on the unacceptable antigens.

Estimated Post Transplant Survival (EPTS) score is assigned to all adult candidates on the
kidney waiting list, as part of the new kidney allocation system. An EPTS score is assigned to all
adult candidates on the kidney waiting list and is based on four factors:

e Candidate time on dialysis;

e Current diagnosis of diabetes;

e Prior solid organ transplants; and

e Candidate age.

A candidate’s EPTS score can range from O percent to 100 percent. An EPTS score of 20 percent
or less will receive offers for kidneys from donors with KDPI scores of 20 percent or less before
other candidates at the local, regional, and national levels of distribution. The EPTS score is not
used in allocation of kidneys from donors with KDPI scores greater than 20 percent.

The Kidney Donor Profile Index (KDPI) calculator summarizes the risk of graft failure after
kidney transplant. The Kidney Donor Risk Index (KDRI) combines a variety of donor factors to
summarize the risk of graft failure after kidney transplant into a single number. The KDRI
expresses the relative risk of kidney graft failure for a given donor compared to the median
kidney donor from last year.

The KDPI and KDRI are combined and put on a cumulative percentage scale. A donor with a
KDPI of 80 percent or higher has a greater expected risk of graft failure. If diabetes or
hypertension statuses are unknown, the calculator will assume the donor has the same chance as
a randomly selected donor having the condition. If Hepatitis C Virus (HCV) status is unknown,
the calculator will assume the donor is negative for HCV.

The Lung Allocation Score (LAS) is a numerical calculation used for allocating lungs to
candidates age 12 and older to calculate lung allocation scores for patients in need of a lung
transplant.®!

30 See https://unos.org/technology/unet/ (last visited Jan. 25, 2020)

31 U.S. Department of Health & Human Services, Health Resources & Services Administration, Organ Procurement and
Transplantation Network, Transplant Process, Allocation Calculators https://optn.transplant.hrsa.gov/resources/allocation-
calculators/ (last visited Jan. 22, 2020).
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Organ Transplant Costs

The cost of transplantation and follow-up care varies across the country and by organ. Even
before a transplantation, these costs can add up quickly. These costs may include:
e Medical costs
Pre-transplant evaluation and testing;
Hospital stay and surgery;
Additional hospital stays for complications;
Follow-up care and testing;
Anti-rejection and other drugs, which can cost more than $10,000 per year;
Fees for surgeons, physicians, radiologist and anesthesiologist;
Fees for the surgical recovery (procurement) of the organ from the donor;
Physical, occupational, and vocational rehabilitation; and
Insurance deductibles and co-payments.
e Nonmedical costs
o Transportation to and from the transplant center, before and after transplantation;
o Food, lodging, long distance phone calls for the patient and his or her family;
o Child care; and
Lost wages if the patient’s employer does not pay for the patient’s time away from
work. %2

0O O O O O OO0 0 O0

The most common funding sources for organ transplants are:
Insurance;

Extending insurance coverage through COBRA,;
Medicare and Medicaid;

TRICARE;

Charitable organizations;

Advocacy organizations;

Fundraising campaigns; and

Other sources of insurance.®®

Organ Transplants and Medicare

Medicare Part B covers doctor services for certain organ transplants. Medicare Part A covers
heart, lung, kidney, pancreas, intestine, and liver transplants under certain conditions at
Medicare-certified facilities. Part A also covers some stem cell transplants under certain
conditions. Part B covers cornea transplants, under some conditions. Stem cell and cornea
transplants are not limited to Medicare-approved transplant centers. Organ transplant coverage
under Medicare includes:

e Medically necessary tests, labs, and exams before surgery;

e Transplant immunosuppressive drugs (under certain conditions);

e Follow-up care, and

32 U.S. Department Of Health And Human Services, Health Resources and Services Administration, Healthcare Systems
Bureau, Division of Transplantation, Partnering With Your Transplant Team: The Patient’s Guide to Transplantation (2008),
p. 22, available at https://www.unos.org/wp-content/uploads/unos/PartneringWithTransplantTeam.pdf (last visited Jan. 23,
2020).

B d.
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e Procurement of organs.®*

A Medicare recipient’s out-of-pocket costs may include:

e Twenty percent of the Medicare-approved amount for doctors’ services;
e The Part B deductible; and

e Various amounts for organ transplant facility charges.

Medicare does not pay for a living donor for a kidney transplant.®®

Organ Transplants and Florida Medicaid

Florida Medicaid coverage for organ transplants is restricted to those transplants currently
accepted as therapeutic modalities and do not include experimental procedures. For children
under 21, Florida Medicaid covers kidney, liver, cornea, heart, lung pancreas, intestines, bone
marrow, and multivisceral®transplants that are medically necessary and appropriate.®” The
following are samples of the AHCA’s Medicaid fee-for-service reimbursement rates for specific
transplant surgery:

e Adult Heart: Facility $135,000; physician $27,000;

Adult Liver: Facility $95,600; physician $27,000;

Adult Lung: Facility $205,000; physician $33,000;

Pediatric Lung: Facility $280,000.00; physician $40,800; and

Adult and Pediatric Intestinel/Multivisceral: Facility $450,000; physician: $50,000.%

Discrimination in Access to Anatomical Gifts and Organ Transplants

On September 25, 2019, the National Council on Disability (NCD) submitted a report to the
President and Congress entitled, Organ Transplant Discrimination Against People with
Disabilities.®® The report found, among other things, that people with disabilities are frequently
denied access to organ transplants based on a transplant center’s written and unwritten policies
excluding people with disabilities as candidates for a transplant, and even refusing to evaluate a
particular person’s medical suitability for an organ transplant because of the person’s disability.

The NCD is an independent federal agency charged with advising the President, Congress, and
other federal agencies on disability policy to advance the goals of the federal Americans with

34 Medicare.gov., The Official U.S. Government Site for Medicare; Open Enrollment Is Over - Get Ready for A New Year of
Coverage, available at https://www.medicare.gov/ (last visited Jan. 23, 2020).

% d.

36 A multivisceral transplant is the transplantation of three or more abdominal organs all at once, namely the liver together
with the pancreatoduodenal complex, the stomach as well as the small bowel with/without the right hemicolon. Medical
Dictionary by Farlex, available at https://medical-dictionary.thefreedictionary.com/Multivisceral+Transplantation (last
visited Jan. 23, 2020).

37 Agency for Health Care Administration, Florida Standards for the Coverage of Organ Transplant Services, (effective
April 1, 2015), p. 1, available at

https://ahca.myflorida.com/medicaid/organ_transplant/pdfs/state plan_standards for coverage updated 2015.pdf, (last
visited Jan. 23, 2020).

8 1d.

39 National Council on Disability, Bioethics and Disability Series, Organ Transplant Discrimination Against People with
Disabilities, available at https://ncd.gov/sites/default/filessfNCD_Organ_Transplant 508.pdf, (last visited Jan. 23, 2020).
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Disabilities Act (ADA): equal opportunity, full participation, independent living, and economic
self-sufficiency for persons with disabilities.*

The American’s with Disabilities Act & The Rehabilitation Act of 1973

The ADA* and section 504 of the Rehabilitation Act of 19732 prohibit discrimination on the
basis of disability. The Rehabilitation Act specifically prohibits discrimination against otherwise
qualified individuals on the basis of disability in:

e Programs and activities receiving financial assistance from HHS;* and

e Programs or activities conducted by HHS.*

According to the NCD, while there are few empirical studies analyzing how organ transplant
centers actually evaluate patients for transplantation, particularly with respect to how any
particular disability influences which patients are selected, the primary forms of disability
discrimination occurring at organ transplant centers are:

e Refusal to evaluate a person with a disability as a candidate for transplant; and

e Refusal to place a person with a disability on the national organ transplant waiting list.

The ADA defines “disability” as:

e A physical or mental impairment that substantially limits one or more of the major life
activities;

e A record of such an impairment; or

e Being regarded as having such an impairment.*

The ADA specifies the meaning of the phrase “physical or mental impairment” to mean:

e Any physiological disorder or condition, cosmetic disfigurement, or anatomical loss affecting
one or more of the following body systems:

Neurological;

Musculoskeletal;

Special sense organs;

Respiratory (including speech organs);

Cardiovascular;

Reproductive;

Digestive;

Genitourinary;

Hemic and lymphatic;

Skin;

Endocrine; or

e Any mental or psychological disorder such as:
o Mental retardation;

O O O O 0O O OO0 0o oo

40 National Council on Disabilities, Letter to UNOS, OPTN, HRSA Regarding Organ Transplants (Sept. 25, 2019), available
at https://ncd.gov/publications/2019/ncd-letter-unos-optn-hrsa-regarding-organ-transplants (last visited Jan. 23, 2020).

4128 C.F.R. Part 35 and 36.

4229 U.S.C.s. 794.

4345 C.F.R. 84.

445 C.F.R. 85.

4528 C.F.R,s. 35.104.
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o Organic brain syndrome;
o Emotional or mental illness; or
o Specific learning disabilities.*®

The phrase “physical or mental impairment” specifically includes, but is not limited to:

e Contagious and noncontagious diseases and conditions as orthopedic, visual, speech and
hearing impairments;

e Cerebral palsy;

e Epilepsy;

e Muscular dystrophy;

Multiple sclerosis;

Cancer;

Heart disease;

Diabetes;

Emotional illness;

HIV disease (whether symptomatic or asymptomatic);

Tuberculosis;

Drug addiction; and

Alcoholism.

The ADA also specifies the meaning of the phrase “major life activities” to include functions
such as:

Caring for oneself;
Performing manual tasks;
Walking;

Seeing;

Hearing;

Speaking;

Breathing;

Learning; and

Working.

Enforcement of the ADA and the Rehabilitation Act of 1973

An individual who believes that he or she has been subjected to discrimination on the basis of his
or her disability, by a public entity, may file a complaint with the Department of Justice (DOJ)
no later than 180 days from the date of the alleged discrimination, unless the time for filing is
extended by the designated agency for good cause shown.*” The DOJ, or designated agency, will
then investigation, and if discrimination on the basis of disability is found, issue a non-
compliance letter of findings to the Assistant Attorney General and initiate negotiations with the
public entity to secure compliance by voluntary means.*® If the public entity declines to enter
into voluntary compliance negotiations, or if negotiations are unsuccessful, the designated
agency shall refer the matter to the Attorney General with a recommendation for appropriate

1d.

4728 C.F.R. s. 35.170.
4828 C.F.R.s. 35.173.
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action.* If the complainant prevails, he or she may be awarded a reasonable attorney’s fee,
including litigation expenses and costs.>°

A Cause of Action Under the Florida Civil Rights Act of 1992

The general purposes of the Florida Civil Rights Act of 1992 (Act) were set out by the
Legislature as follows:

To secure for all individuals within the state freedom from discrimination because of race,
color, religion, sex, pregnancy, national origin, age, handicap, or marital status and thereby to
protect their interest in personal dignity;

To make available to the state their full productive capacities;

To secure the state against domestic strife and unrest;

To preserve the public safety, health, and general welfare; and

To promote the interests, rights, and privileges of individuals within the state.>

The Act creates both a state and individual cause of action for any violation of a Florida statute
making unlawful discrimination because of race, color, religion, gender, pregnancy, national
origin, age, handicap, or marital status in the areas of education, employment, housing, or public
accommodations for relief and damages under s. 760.11(5), F.S., unless greater damages are
expressly provided for.%? [emphasis added]

Section 760.22(12), F.S., as created by the Florida Fair Housing Act defines “handicap” to mean:

A person has a physical or mental impairment which substantially limits one or more major
life activities, or he or she has a record of having, or is regarded as having, such physical or
mental impairment; or

A person has a developmental disability under s. 393.063, F.S.,% which manifests itself
before the age of 18 and constitutes a substantial handicap that can reasonably be expected to
continue indefinitely, including:

A disorder or syndrome that is attributable to intellectual disability;

Cerebral palsy;

Autism;

Spina bifida;

Down syndrome;

Phelan-McDermid syndrome;®* or

0O O O O O O

49928 C.F.R.s.35.174.

%028 C.F.R.s. 35.175.

51 Section 760.01, F.S.

%2 Section 760.07, F.S.

%3 Section 760.22(7), F.S.

4 U.S. Department of Health and Human Services, National Institutes of Health, Genetic and Rare Disease Information
Center, 22913.3 deletion syndrome https://rarediseases.info.nih.gov/diseases/10130/phelan-mcdermid-syndrome (last visited
Jan. 23, 2020). 22913.3 deletion syndrome, also known as Phelan-McDermid syndrome, is a chromosome disorder caused by
the loss (deletion) of a small piece of chromosome 22. The deletion occurs near the end of the long arm (or g arm) of the
chromosome at a location designated as q13.3. Not everyone with 22q13.3 deletion syndrome will have the same medical,
developmental, or behavioral problems (features). Common problems include low muscle tone (hypotonia), intellectual
disability, developmental delays especially delayed or absent speech, and tendency to overheat. Children may be tall and thin.
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o Prader-Willi syndrome.>> ¢

A Florida Civil Rights cause of action for discrimination based on a disability may apply to a
violation of s. 501.2077(2), F.S., within the “Florida Deceptive and Unfair Trade Practices Act,”
which creates civil liability and a penalty of not more than $15,000 for each violation if a person
willfully uses a method, act, or practice which victimized or attempted to victimize a person who
has a disability, and if he or she knew that his or her conduct was unfair or deceptive.>’ If
members of a transplant team intentionally discriminated against an otherwise qualified disabled
person in a transplant decision, this may create a civil rights violation under the Florida Civil
Rights Act.

Il. Effect of Proposed Changes:

SB 1556 creates sections 765.523, 627.64197, 627.65736, and 641.31075, F.S. The bill prohibits

specified covered entities from denying, refusing to allocate, or lowering an individual’s priority
for organ transplant medical services solely on the basis of an individual’s disability.

The bill defines the following:
e Auxiliary aids and services;
Covered entity;

Disability;

Organ transplant; and
Quialified individual.

Under the bill, “covered entity” means any of the following:

e A licensed health care practitioner.

e A hospital, skilled nursing facility, hospice, or intermediate care facility for the
developmentally disabled.

e A facility providing room and board and personal care for persons who have developmental
disabilities.

e An institutional medical unit in a correctional facility.

e Any other entity responsible for potential recipients of an anatomical gift.

The bill mandates that a covered entity may not do any of the following, solely on the basis of an
individual’s disability:

e Consider a qualified individual ineligible for a transplant;

e Deny medical or other organ transplant services, including:

%5 U.S. Department of Health and Human Services, National Institutes of Health, U.S. National Library of Medicine, Prader-
Willi Syndrome https://ghr.nIlm.nih.gov/condition/prader-willi-syndrome (last visited Jan 23, 2020). Prader-Willi syndrome is
a complex genetic condition. In infancy, this condition is characterized by weak muscle tone (hypotonia), feeding difficulties,
poor growth, and delayed development. Beginning in childhood, affected individuals develop an insatiable appetite, which
leads to chronic overeating (hyperphagia) and obesity. People with Prader-Willi syndrome typically have mild to moderate
intellectual impairment and learning disabilities. Behavioral problems include temper outbursts, stubbornness, and
compulsive behavior such as picking at the skin. Sleep abnormalities can also occur. Both affected males and females have
underdeveloped genitals. Puberty is delayed or incomplete, and most affected individuals are infertile.

% Section 393.063(12), F.S.

57 See ss. 501.2077(2), and 760.07, F.S.
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Evaluations;

Surgery;

Counseling; and

Post-transplant treatment and services;

e Refuse to refer the individual to an organ procurement organization or specialist for
evaluation for an organ transplant;

e Refuse to place a qualified individual on an organ transplant waiting list;

e Place a qualified individual at a lower priority on an organ transplant waiting list; or

e Consider the individual’s inability to independently comply with the post-transplant medical
requirements if the individual has the necessary support system to assist him or her with such
compliance.

0 O O O

The bill also mandates that, unless the covered entity can demonstrate that making modifications
to its policies, practices, or procedures to allow an individual with a disability access to services
would fundamentally alter the nature of the services, a covered entity must:
e Make reasonable modifications to its policies, practices, or procedures to allow an individual
with a disability access to services, including:
o Transplant-related counseling;
o Information;
o Coverage; or
o Treatment.

The bill requires that, unless a covered entity can demonstrate that taking affirmative steps to
ensure that an individual with a disability is not denied services due to the absence of auxiliary
aids and services, would fundamentally alter the nature of the services being offered, or would
result in an undue burden on the covered entity, a covered entity must to take additional steps to
ensure that an individual with a disability is not denied services due to the absence of auxiliary
aids and services.

The bill provides that a covered entity may consider an individual’s disability, following an
evaluation, if a physician finds the person’s disability to be medically significant to the life of the
transplant but only to the extent that the covered entity is making treatment or coverage
recommendations or decisions for the individual.

If a person has the necessary support system to assist him or her in complying with post-
transplant medical requirements, a covered entity may not consider the individual’s inability to
independently comply with the post-transplant medical requirements to be medically significant.

The bill allows a person with a disability to file a civil action for injunctive or other equitable
relief for violations.

The bill prohibits insurers, nonprofit health care service plans, and health maintenance
organizations that provide transplant coverage from denying coverage solely on the basis of an
individual’s disability.

The bill has an effective date of July 1, 2020.
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V.

VI.

VII.

Constitutional Issues:

A. Municipality/County Mandates Restrictions:

None.

B. Public Records/Open Meetings Issues:

None.

C. Trust Funds Restrictions:

None.

D. State Tax or Fee Increases:

None.

E. Other Constitutional Issues:

None.

Fiscal Impact Statement:

A. Tax/Fee Issues:
None.

B. Private Sector Impact:
None.

C. Government Sector Impact:
None.

Technical Deficiencies:
None.

Related Issues:

The bill could be interpreted to conflict with federal law. The federal National Organ Transplant
Act (NOTA) established the OPTN. The OPTN policies and procedures are rules that govern and
control the operation of all member transplant hospitals, OPOs, and histocompatibility labs in the

U.S. The OPTN rules have supremacy over any state law regarding transplant candidate

selection and allocation criteria.
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VIII. Statutes Affected:

This bill creates the following sections of the Florida Statutes: 765.523, 627.64197, 627.65736,
and 641.31075.

A. Committee Substitute — Statement of Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)
None.

B. Amendments:
None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.
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Florida Senate - 2020 SB 1556

By Senator Bean

4-01472B-20 20201556
A bill to be entitled

An act relating to nondiscrimination in organ
transplants; creating s. 765.523, F.S.; defining
terms; prohibiting certain entities from making
certain determinations or engaging in certain actions
related to organ transplants solely on the basis of an
individual’s disability; specifying an instance where
certain entities may consider an individual’s
disability, with an exception; requiring certain
entities to make reasonable modifications in their
policies, practices, and procedures under certain
circumstances, with an exception; requiring certain
entities to take certain necessary steps to ensure an
individual with a disability is not denied services,
with exceptions; providing a cause of action for
injunctive and other relief; providing construction;
creating ss. 627.64197, 627.65736, and 641.31075,
F.S.; prohibiting insurers, nonprofit health care
service plans, and health maintenance organizations
that provide coverage for organ transplants from
denying coverage solely on the basis of an
individual’s disability under certain circumstances;
providing construction; defining the term “organ

transplant”; providing an effective date.

WHEREAS, the Americans with Disabilities Act prohibits
discrimination against individuals with disabilities, yet many
individuals with disabilities still experience discrimination in

accessing critical health care services, and
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WHEREAS, in other states nationwide, individuals with
mental or physical disabilities have historically been denied
lifesaving organ transplants based on assumptions that their
lives are less worthy, that they are incapable of complying with
posttransplant medical requirements, or that they lack adequate
support systems to ensure compliance with posttransplant medical
requirements, and

WHEREAS, although organ procurement organizations must
consider medical and psychosocial criteria when determining if a
patient is suitable to receive an organ transplant, organ
procurement organizations that participate in Medicare and other
federally funded programs are required to use patient selection
criteria that result in a fair and nondiscriminatory
distribution of organs, and

WHEREAS, residents of this state in need of organ
transplants are entitled to assurances that they will not
encounter discrimination on the basis of a disability, NOW,

THEREFORE,
Be It Enacted by the Legislature of the State of Florida:
Section 1. Section 765.523, Florida Statutes, is created to

read:

765.523 Discrimination in access to anatomical gifts and

organ transplants prohibited.—

(1) As used in this section, the term:

(a) “Auxiliary aids and services” means:

1. Qualified interpreters or other effective methods of

making aurally delivered materials available to individuals with
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hearing impairments.

2. Qualified readers, recorded texts, texts in an

accessible electronic format, or other effective methods of

making visually delivered materials available to individuals

with visual impairments.

3. Supported decisionmaking services, including any of the

following:

a. The use of a support person to assist an individual in

making medical decisions, communicating information to the

individual, or ascertaining his or her wishes.

b. The provision of information to a person designated by

the individual, consistent with the Health Insurance Portability

and Accountability Act and other applicable laws and rules

governing the disclosure of health information.

c. If an individual has a court-appointed guardian or other

legal representative authorized to make health care decisions on

his or her behalf, any measures used to ensure that the guardian

or legal representative is included in decisions involving the

individual’s health care and that medical decisions are in

accordance with the individual’s own expressed interests.

d. Any other aid or service that is used to provide

information in a format that is readily understandable and

accessible to individuals with cognitive, neurological,

developmental, or intellectual disabilities.

(b) “Covered entity” means any of the following:

1. A licensed health care practitioner as defined in s.
456.001.
2. A health care facility as defined in s. 408.07.

3. A residential facility licensed under chapter 393.
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88 4. An institutional medical unit in a correctional

89 facility.

90 5. Any other entity responsible for potential recipients of

91| an anatomical gift.

92 (c) “Disability” means, with respect to an individual, a

93| physical or mental impairment that substantially limits one or

94 more major life activities of the individual, a record of the

95 individual having such impairment, or the individual being

96| regarded as having such impairment.

97 (d) “Organ transplant” means the transplantation or

98 transfusion of a part of a human body into the body of another

99| individual for the purpose of treating or curing a medical

100 condition.

101 (e) “Qualified individual” means an individual who has a

102 disability and meets the eligibility requirements for the

103 receipt of an anatomical gift, regardless of:

104 1. The support networks available to the individual;
105 2. The provision of auxiliary aids and services; or
106 3. Reasonable modifications to the policies or practices of

107 a covered entity, including modifications to allow:

108 a. Communication with the persons responsible for

109 supporting the individual with his or her postsurgical and

110| posttransplant care, including medication; and

111 b. The consideration of support networks available to the

112 individual, including family, friends, and home and community-

113 based services funded through Medicare, the state’s Medicaid

114| managed medical assistance program, or another health plan in

115 which the individual is enrolled or any program or source of

116 funding available to the individual, in determining whether the
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117 individual is able to comply with posttransplant medical

118 requirements.

119 (2) A covered entity may not do any of the following solely

120 on the basis of an individual’s disability:

121 (a) Consider a qualified individual ineligible to receive

122 an anatomical gift or organ transplant.

123 (b) Deny medical or other services related to an organ

124 transplant, including evaluation, surgery, counseling, and

125| posttransplant treatment and services.

126 (c) Refuse to refer the individual to an organ procurement

127 organization or a related specialist for the purpose of

128 evaluation or receipt of an organ transplant.

129 (d) Refuse to place a qualified individual on an organ

130 transplant waiting list.

131 (e) Place a qualified individual at a lower priority

132| position on an organ transplant waiting list than the position

133| at which the qualified individual would have been placed if not
134 for the disability.

135 (3) (a) A covered entity may take an individual’s disability

136 into account if, following an individualized evaluation of him

137 or her, a physician finds the individual’s disability to be

138| medically significant to the provision of the anatomical gift,

139| but only to the extent that the covered entity is making

140 treatment or coverage recommendations or decisions for the
141 individual.

142 (b) If an individual has the necessary support system to

143 assist him or her in complying with posttransplant medical

144 requirements, a covered entity may not consider the individual’s

145 inability to independently comply with the posttransplant
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medical requirements to be medically significant for the

purposes of paragraph (a).

(4) A covered entity shall make reasonable modifications in

policies, practices, or procedures when the modifications are

necessary to allow an individual with a disability access to

services, including transplant-related counseling, information,

coverage, or treatment, unless the covered entity can

demonstrate that making the modifications would fundamentally

alter the nature of the services.

(5) A covered entity shall take such steps as may be

necessary to ensure that an individual with a disability is not

denied services, including transplant-related counseling,

information, coverage, or treatment, due to the absence of

auxiliary aids and services, unless the covered entity can

demonstrate that taking the steps would fundamentally alter the

nature of the services being offered or would result in an undue

burden on the covered entity.

(6) If a covered entity violates this section, the

qualified individual who is affected by the violation may bring

an action in the appropriate circuit court for injunctive or

other equitable relief.

(7) This section may not be construed to require a covered

entity to make a referral or recommendation for or perform a

medically inappropriate organ transplant.

Section 2. Section 627.64197, Florida Statutes, is created

to read:

627.64197 Nondiscrimination of coverage for organ

transplants.—A health insurance policy issued, delivered, or

renewed on or after July 1, 2020, in this state by an insurer
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175 which provides coverage for organ transplants on an expense-

176 incurred basis may not deny coverage for an organ transplant

177 solely on the basis of an insured’s disability. This section may

178| not be construed to require such insurer to provide coverage for

179 an organ transplant that is not medically necessary. For

180| purposes of this section, the term “organ transplant” has the

181 same meaning as in s. 765.523.

182 Section 3. Section 627.65736, Florida Statutes, is created

183 to read:

184 627.65736 Nondiscrimination of coverage for organ

185| transplants.—A group health insurance policy delivered, issued,

186 or renewed on or after July 1, 2020, in this state by an insurer

187 or nonprofit health care services plan which provides coverage

188 for organ transplants on an expense-incurred basis may not deny

189 coverage for an organ transplant solely on the basis of an

190 insured’s disability. This section may not be construed to

191 require such insurer or nonprofit health care service plan to

192| provide coverage for an organ transplant that is not medically

193 necessary. For purposes of this section, the term “organ

194 transplant” has the same meaning as in s. 765.523.

195 Section 4. Section 641.31075, Florida Statutes, is created
196 to read:

197 641.31075 Nondiscrimination of coverage for organ

198 transplants.—A health maintenance contract issued or renewed on

199 or after July 1, 2020, in this state by a health maintenance

200 organization which provides coverage for organ transplants may

201 not deny coverage for an organ transplant solely on the basis of

202 a subscriber’s disability. This section may not be construed to

203 require such health maintenance organization to provide coverage
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for an organ transplant that is not medically necessary. For

purposes of this section, the term “organ transplant” has the

same meaning as in s. 765.523.

Section 5. This act shall take effect July 1, 2020.
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The Florida Senate

Committee Agenda Request

To: Senator Gayle Harrell, Chair
Committee on Health Policy

Subject: Committee Agenda Request

Date: January 16, 2020

| respectfully request that Senate Bill # 1556, relating to Nondiscrimination in Organ
Transplants, be placed on the:

[] committee agenda at your earliest possible convenience.

4 next committee agenda.

(L i, et

Senator Aaron Bean
Florida Senate, District 4

File signed original with committee office S-020 (03/2004)
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2812 0PPAGA

Office of Program Policy Analysis and Government Accountability

Research Memorandum

January 22, 2020

OPPAGA Review of Florida’s Organ Donation
and Transplantation System

SCOPE

As directed by the Legislature, OPPAGA examined Florida’s organ donation and transplantation
system, including its performance, challenges, and opportunities for improvement. This research
memorandum provides background information on the system, federal and state policy changes, and
stakeholder revenues and costs. The memo addresses seven questions.

1. How does the organ donation and transplantation system function and what are the roles of its

key players?

2. How have federal and state organ donation and transplantation policies changed over the past
25 years?

3. What are the projected impacts on Florida of changes to OPTN national organ allocation
policies?

4. How has Florida’s organ donation and transplantation system performed over time and in
comparison to other states?

5. What factors enhance transplant success and what challenges are associated with organ
donation and transplantation?

6. What policies have other states and countries pursued to improve organ availability?

7. What options could the Legislature consider to improve organ availability in Florida?

SUMMARY

The organ donation and transplantation system consists of an extensive network of federal, state, and
local entities, as well as individual organ donors, recipients, and individuals on organ transplant
waitlists. The process of organ donation relies on coordination among these entities to match organs
from donors to individuals on organ transplant waitlists.



Two federal agencies oversee all organ transplant programs across the U.S. At the state level, the
Agency for Health Care Administration (AHCA), the Department of Highway Safety and Motor Vehicles
(DHSMV), county tax collectors, four Organ Procurement Organizations (OPOs), 12 transplant centers,
and donor hospitals comprise the state’s organ donation and transplantation system. (See Exhibit 1.)
Exhibit 1

Multiple Entities at the Federal, State, Regional, Local, and Private Levels Participate in the Oversight and
Implementation of Florida’s Organ Donation and Transplantation System

Role Within the Organ Donation and Transplantation System

U.S. Department of Health and Federal Oversees the two federal agencies responsible for organ procurement and

Human Services transplantation regulation

Centers for Medicare and Medicaid Federal Monitors procurement and transplant program success and quality

Services (CMS)

Health Resources and Services Federal Oversees the Organ Procurement and Transplantation Network and

Administration (HRSA) contractors (United Network for Organ Sharing and Scientific Registry of
Transplant Recipients)

Scientific Registry of Transplant Private/Nonprofit Provides statistical and other analytic support to OPTN for the formulation and

Recipients evaluation of organ allocation

Organ Procurement and Private/Nonprofit Maintains a national registry for organ matching and carries out numerous

Transplantation Network (OPTN) other responsibilities relating to organ procurement and transplantation

United Network for Organ Sharing Private/Nonprofit Operates OPTN under contract with HRSA

(UNOS)

Agency for Health Care State Contracts with Donate Life Florida for online donor registration and education

Administration system; coordinates with DHSMV to obtain donor registry funding; certifies and
monitors organ procurement organizations for compliance and collects fees

Donate Life Florida Private/Nonprofit Contracts with AHCA to operate a statewide online donor registry and to
provide donor education

Department of Highway Safety and State Coordinates with county tax collector offices where donor education and

Motor Vehicles registration occur when issuing driver licenses and identification cards;

encourages and registers organ donors when issuing identification cards and
driver licenses; provides donor educational materials; collects voluntary
financial contributions to donor registry

County Tax Collector Offices Local Encourage and register organ donors when issuing identification cards and
driver licenses; may provide donor educational materials; collect voluntary
financial contributions to donor registry

Organ Procurement Organizations Regional Within the State Follow policies set by CMS and OPTN; primarily responsible for procuring
(Certified by CMS) organs and matching donor organs to patients on waitlists and coordinating
with hospital transplant centers for transport of matched organs
Transplant Centers Local/Private/ Evaluate patients to determine eligibility to be placed on waitlists and suitability
Nonprofit of and procuring organs at donor hospitals after being contacted by an OPO;
perform transplant surgeries and conduct pre- and post-transplant care
Donor Hospitals Local/ Private/ Responsible for timely notification of OPQ in their region of death or imminent
Nonprofit death of a patient who is a viable organ donor

Source: OPPAGA analysis of state and federal laws and rules and stakeholder interviews.

Florida has improved its rate of donor registration over time, and the number of organ transplants
performed has increased. The state compares favorably to the rest of the nation in how quickly people
on waitlists receive transplants but fares similarly or worse in mortality rates. Federal and state
policies related to the organ donation and transplantation system have been modified over the years,
and recent federal policy changes have potential positive and negative impacts for Florida. Since 2017,
OPTN committees have made or adopted proposals to change allocation policies for lungs, livers,
hearts, kidneys, and pancreases. UNOS projections indicate that these changes would have positive
impacts on Florida for lung, heart, and kidney-pancreas transplants, but the changes would have



negative impacts for kidney and liver transplants.! These policy changes are particularly important
for Florida due to the fact that kidney and liver transplants are the most common types of transplants
in the state. In addition, Florida’s population age 65 and above is projected to continue to increase,
and individuals in this age group in Florida have a higher rate of kidney transplants than the U.S. as a
whole.?

Factors that may lead to higher transplant success rates include multidisciplinary teams, volume,
patient demographics and hospital and center characteristics, post-transplant care, and regulation of
the organ transplantation system. Our research also identified some of the challenges regarding organ
donation and transplantation. These challenges include misunderstanding or lack of support for organ
donation; need for financial support to cover the costs incurred by living donors; and hospital
personnel mishandling communication with families. Other states have considered or adopted
legislation to increase organ donor availability through policies to increase both the number of living
donors and registered organ donors. Other countries have implemented policies that aim to increase
organ donation and availability rates and decrease the time patients spend on waitlists. We present
options for the Legislature’s consideration to improve organ availability in Florida by increasing the
rate of living donation and increasing organ donor registration.

QUESTIONS AND ANSWERS

How Does the Organ Donation and Transplantation System
Function and What Are the Roles of Its Key Players?

Federal Entities’ Roles

The Centers for Medicare and Medicaid Services and the Organ Procurement and
Transplantation Network are the primary federal agencies with oversight of organ
transplantation policies and practices. At the federal level, two agencies in the U.S. Department of
Health and Human Services (HHS) oversee organ transplant programs: the Centers for Medicare and
Medicaid Services (CMS) and the Health Resources and Services Administration (HRSA). CMS
monitors transplant program success and quality, holds transplant centers accountable through its
published Medicare Conditions of Participation, and requires all transplant centers to develop,
implement, and maintain a written, comprehensive, data-driven quality assessment and performance
improvement program designed to monitor and evaluate performance of all of their transplantation
services. CMS has also established extensive requirements for organ procurement organizations
(OPOs). There are 58 OPOs in the U.S. that are responsible for working with donor hospitals to help
place donor organs for transplant. CMS requirements for OPOs are designed to ensure quality as a
condition of Medicare and Medicaid coverage and recertification every four years.3 (See Exhibit 2.)

1UNOS also provided data for the impact of changes in the pancreas allocation process. However, there were too few transplants to show a
meaningful difference.

21n 2018, 20.9% of kidney transplants nationwide were for the age group 65 and above, compared to 26.8% of kidney transplants in Florida. (The
nationwide figure is from UNOS, which provided data for all states combined, including Florida.)

3 These requirements include standards for donation outcome measures; participation in OPTN; relationships with hospitals, critical access
hospitals, and tissue banks; administration and governing body; human resources; data reporting; information management; requesting consent;
evaluation and management of potential donors and organ placement and recovery; organ preparation and transport; quality assessment and
performance improvement; and emergency preparedness. See CFR Title 42 §486.301 to 486.360.

3




Exhibit 2
Federal Oversight of the Organ Donation and Transplantation System

U.S. Department of Health and Human Services

Centers for Medicare and Health Resources and Services Administration,
Medicaid Services Division of Transplantation

Establishes Conditions of
Participation for Transplant Centers
and Conditions for Coverage for

Organ Procurement Organizations Scientific Registry of Organ Procurement and
Transplant Recipients Transplantation Network
Provides detailed data reports on Establishes policies and by-laws for
transplant programs and organ transplant centers and organ
procurement organizations procurement organizations

Source: OPPAGA analysis of HHS and HRSA organizational charts and documents.

The Organ Procurement and Transplantation Network (OPTN) is the private nonprofit established in
1984 by the National Organ Transplant Act.* The act directed the HHS secretary to contract for the
establishment and operation of OPTN. Federal law gives OPTN numerous responsibilities, including
establishing a national list of individuals who need organs, a national system to match organs and
individuals, membership criteria, and medical criteria for allocating organs and providing the public
an opportunity to comment with respect to such criteria.> OPTN is also required to maintain a 24-hour
telephone service to facilitate matching organs with individuals included in the list, assist organ
procurement organizations in the nationwide distribution of organs equitably among transplant
patients, and adopt and use standards of quality for the acquisition and transportation of donated
organs. Among its other responsibilities, OPTN is also required to coordinate, as appropriate, the
transportation of organs from organ procurement organizations to transplant centers; provide
information to physicians and other health professionals regarding organ donation; collect, analyze,
and publish data concerning organ donation and transplants; carry out studies and demonstration
projects for the purpose of improving procedures for organ procurement and allocation; and work
actively to increase the supply of donated organs.

In 2000, HHS established a final rule that provided a regulatory framework for the structure and
operations of OPTN.6 The rule includes making the OPTN board of directors responsible for
developing, with the advice of the OPTN membership and other interested parties, policies within the
mission of OPTN as set forth in the act and the secretary’s contract for operation of OPTN, including
policies for equitable allocation of cadaveric organs. The allocation policies must meet several

41984 Public Law 98-507.
5 Title 42 USC 274.
6 CFR Title 42 Part 121.




provisions, including being based on sound medical judgment, seeking to achieve the best use of
donated organs, preserving the ability of a transplant program to decline an offer of an organ, being
specific to each organ type or combination of types, and not being based on a candidate’s place of
residence or place of listing, with exceptions.” The final rule requires that the board of directors shall
provide opportunities for OPTN membership and other interested parties to comment on proposed
policies and take their comments into account.8 Compliance with the policies is voluntary, but the
OPTN board can recommend that the secretary make the policy enforceable.® However, OPTN has
never asked for enforcement of one of its policies.

OPTN has established operational rules that include transplant policies and membership requirements
with by-laws for transplant centers and organ procurement organizations.!® The United Network for
Organ Sharing (UNOS), a private, non-profit organization under contract with HRSA, manages OPTN
and develops the requirements for its operation. Under contract with HHS, the Scientific Registry of
Transplant Recipients (SRTR) is responsible for providing statistical and other analytic support to
OPTN for the formulation and evaluation of organ allocation. OPTN also uses SRTR data to evaluate
transplant center performance.

OPTN establishes OPO performance requirements and reviews an OPO whose observed organ yield
rates fall below the expected rates by more than a specified threshold. OPTN has additional OPO
membership requirements for quality assessment and performance improvement, the relationship
with transplant hospitals, laboratory testing services, tissue bank services, education plans, organ
allocation plans, personnel, patient confidentiality, and donation after circulatory death protocols.

OPTN’s Membership and Professional Standard Committee (MPSC) evaluates transplant program
compliance through medical peer review and by monitoring the SRTR’s analyses of transplant
programs’ one-year patient and graft survival rates. In addition to transplant program quality, OPTN
also monitors programs’ waitlist data integrity, and organ allocation policy compliance, and conducts
on-site surveys, desk reviews, and patient safety investigations.

The MPSC plays a large role in the accountability of OPOs and transplant programs and can take action
against them by issuing warning letters or letters of reprimand, requiring corrective action plans, or
recommending that the OPTN board of directors place the transplant program/member on probation
or declare the member to be not in good standing. Based on review and hearing of the MPSC’s
recommendations, the OPTN board of directors can notify the HHS secretary, who can take further
action such as removing one or more of the member’s designated transplant programs or terminating
the member’s ability to receive Medicare or Medicaid funding.

UNOS also assists with the regulation and oversight of the U.S. organ transplantation system. UNOS’s
Department of Member Quality works with the OPTN MPSC to monitor transplant member
performance and ensure that all transplant programs are in compliance with transplant standards.
Like the MPSC, UNOS member quality staff conduct various ongoing reviews to evaluate OPTN member
compliance with OPTN bylaws and policies. When reviews identify non-compliance, the UNOS
member quality staff compile information on the cases for the MPSC to make decisions on the

7 CFR Title 42 §121.8.

8 See Making OPTN Policy for a description of the OPTN policy making process.

9 Per CFR Title 42 §121.4. To make a policy enforceable, the OPTN board must provide the secretary with the proposed policy at least 60 days before
implementation. If OPTN does refer the policy for enforcement, per CFR Title 42 §121.4, the secretary sends significant proposed policies to the
Advisory Committee on Organ Transplantation established under CFR Title 42 §121.12, and otherwise follows the process outlined in the CFR.

10 See the OPTN Organ Procurement and Transplantation Network Policies and Organ Procurement and Transplantation Network Bylaws.
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appropriate monitoring or action. Overall, the role that UNOS staff plays in the regulatory process
varies based on the type of review (e.g., peer visits, transplant program activity, transplant program
outcomes, patient safety compliance check, and member compliance).

State, Regional, and Local Entities’ Roles

The primary state agencies involved in the organ donation and transplantation system in
Florida are the Agency for Health Care Administration and the Department of Highway Safety
and Motor Vehicles, with assistance from county tax collectors. AHCA is required by statute to
contract for a statewide organ donor registry coupled with a program for donor education.!!
Accordingly, the agency contracts with Donate Life Florida for an online donor registration and
education system. AHCA also coordinates with

DHSMV in obtaining funding for the donor registry. | )

Recently, CMS gave AHCA and similar agencies in  BEFHERa AN ) E T L RRE e e e e
other states responsibility for conducting on-site

surveys of transplant centers for compliance with Agency for Health Care Administration

CMS regulations. In addition, AHCA is required by Department of Highway Safety and Motor
statutes to establish a program for the certification of Vehicles

organizations that procure organs, tissue, and eyes for County Tax Collectors

transplantation, to set forth appropriate standards Donate Life Florida

and guidelines for these organizations, and to monitor Organ Procurement Organizations

them for compliance.1213 AHCA is also responsible for Donor Hospitals

collecting fees from organ procurement organizations
and tissue and eye banks to support the cost of the
certification program, an advisory board, the donor
registry, and organ and tissue donation education.1415

Transplant Centers

Driver license offices operated by DHSMV and county tax collectors encourage and register organ
donors when issuing identification cards and driver licenses. Driver license employees ask applicants
if they want to be an organ donor and, if so, to enter their information into the state’s driver license
data system, which sends a nightly download of this information to Donate Life Florida. DHSMV also
collects voluntary contributions to the donor registry that citizens submit when paying for an
identification card, driver license, or motor vehicle registration. Nearly 90% of Florida’s registrations
are via driver license offices. (See Appendix A for details on the demographic characteristics of donor
registrants.)

11 Section 765.5155, E.S.

12 Section 765.541, E.S.

13 OPPAGA excluded tissue and eye banks from the scope of this review.

14 Section 765.544, F.S.

15 Section 765.543, F.S., creates an Organ and Tissue Procurement and Transplantation Advisory Board to assist AHCA and the Florida Medical
Examiners Commission, but AHCA reports that the board has not been active since 2015.
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Several other entities play a significant role in Florida’s organ donation and transplantation
system. Donate Life Florida contracts with AHCA to operate a statewide online donor registry and to
provide a donor education program. Donate Life Florida is a non-profit organization established in
1997 from a coalition of organ, tissue, and eye recovery programs in Florida and other individuals and
organizations. Funding for Donate Life Florida is provided by the organ procurement organizations
and voluntary contributions made by Floridians during license or motor vehicle transactions, and
other fund-raising initiatives or private donations. As of December 31, 2018, over 10 million people
were enrolled in the Joshua Abbott Organ and Tissue Donor Registry that Donate Life Florida operates.
There is some regional variation in donor registration rates across Florida. Florida’s three largest
counties by population (Miami-Dade, Broward, and Palm Beach) have the three lowest donor
registration rates at 35%, 31%, and 36%, respectively, with the exception of Gadsden County, which
has a 35% registration rate.'® (See Exhibit 3.)

Exhibit 3 The state has four Organ Procurement
Organ Donor Registration Rates by County, December 2018 | Organizations (OPOs), each of which is

responsible for a donation service area.
—
‘}r'

(See Exhibit 4.) OPOs must be certified
by the Centers for Medicare and
Medicaid Services and abide by CMS
regulations as well as be members of
OPTN and follow OPTN’s policies.
OPOs are primarily responsible for

Legend

. 60-69%

| procuring organs from deceased
0 o donors, using a national database to

match donor organs to patients on
O on waiting lists, and coordinating with
B voce hospital transplant centers for

Department of Highway Safety
and Motor Vehicles operates drivers license
ofices (remainder operated by tax collector)

transport of matched organs. To
increase donor registration, they
provide education on organ donation

to employees of driver license offices
Source: OPPAGA analysis of data from the Donate Life Florida 2018 Annual Report. and p]ace educational materials in

these offices. OPOs offer opportunities
for volunteering to raise awareness about the importance of registering as a donor.

Any of the state’s Class I or Class Il hospitals can act as a donor hospital for organ donation. Hospitals
are responsible for timely notification of the applicable OPO in their area of a death or imminent death
of a patient who is a viable organ donor. The state has 12 hospital transplant centers with
responsibilities that include evaluating patients to determine waiting list eligibility and suitability and
procurement of organs at donor hospitals.l” They perform transplant surgeries and conduct pre- and
post-transplant care.

16 Donor registration rates are the percentage of customers who say “yes” when asked, “Do you want to be a donor?” during a driver license
transaction; the registration rate for Florida overall is 49%.

17 This excludes transplant centers that only perform bone marrow transplants. It also excludes Gulf Coast Medical Center, which had a transplant
program that ceased operation at the end of 2018.
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The organ donation system includes both | pyhibit 4

living and deceased donors; hospitals, | Foriga Has Four OPOs and 12 Transplant Centers
OPOs, and transplant centers work
together to procure organs from
deceased donors. Living donors may | LifeQuest *
donate one kidney, one lung, or a portion of
the liver, pancreas, or intestine. From 1988 *
through October 2019, 30% of Florida
donors were living donors, compared to
about 43% nationally.!8  Most living * = Transplant Center
donations are from family members or x X
friends. Potential living donors are
evaluated by the transplant center where
they intend to make the donation to
determine their suitability to donate.
Generally, living donors should be physically
fit, in good health, between the ages of 18
and 60, and should not have (or have had)
diabetes, cancer, high blood pressure, kidney

LifeLink

**
*

dlsease, or heart disease. Source: Donate Life Florida and the Agency for Health Care Administration.

Deceased individuals may donate kidneys,

livers, lungs, hearts, pancreases, and intestines.!® Deceased donation is limited to very specific
circumstances, and nationally, less than 1% of all U.S. deaths are candidates for organ donation. The
typical process of deceased donation occurs after a patient comes to a hospital because of illness or
accident. The medical team puts the patient on mechanical support, which keeps blood flowing to the
organs. To be medically eligible for donation, the potential donor must

= be declared brain dead and be on a ventilator to maintain heart function and blood flow to
organs; or after circulatory death, have an irreversible loss of function of the heart and lungs
and be taken off of ventilated support until their heart stops beating;

= nothave cancer or certain infections or diseases; and

= bein good health.20

When a patient is near death or has died and is a viable organ donor, Florida hospitals are required to
contact their regional OPO. The hospital gives the OPO information about the deceased patient to
confirm whether they have the potential to be a donor; if they have the potential, an OPO
representative travels immediately to the hospital. Once notified, the OPO checks the state donor
registry to determine if the deceased is a registered organ donor. If not, the OPO representative will
ask the next of kin for authorization to donate the organs.?!

18 The nationwide figure is from UNOS, which provided data for all states combined, including Florida.

19 In 2014, hands and faces were added to the organ transplant list.

20 The potential organs procured from circulatory death are lungs, livers, pancreases, and kidneys. Hearts and intestines cannot be recovered after
circulatory death.

21 Although the 2006 Revised Uniform Anatomical Gift Actand s. 765.512(1)(b), E.S., established that next-of-kin cannot override a donor’s decision
to donate organs, two of Florida’s OPOs nonetheless described a process wherein they would honor the family’s wishes if the family is vehemently
opposed to donation, even if it contradicted the deceased person’s donor registry status.
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If the OPO’s evaluation indicates donation is viable, the OPO representative will find a match for the
organs by entering information into the UNOS national database of all patients in the U.S. waiting for a
transplant. The database generates a list of patients who match the donor, and the OPO then offers
each available organ to the transplant team of each matched patient by contacting hospitals in
sequence. Once a match is identified, the OPO coordinates with the transplant center that accepts an
organ. Transplant centers at certain hospitals around the state send surgical teams to the donor
hospitals to procure their assigned organs or rely on a surgical team that is at the donor hospital to
procure another organ. The OPO representative will arrange for the transport of the organ via
ambulance, helicopter, or commercial airline, depending on the organ and the distance. The transplant
team and the recipient will be waiting at the hospital to transplant the organ as soon as it arrives.
(See Exhibit 5.)

Exhibit 5
The Organ Donation Process Is a Multi-Step Process Involving Hospitals, OPOs, and Transplant Centers

OPO obtains
authorization from

Patient dies or is
dying in donor

hospital patient’s family

OPO conducts a
medical examination

OPO coordinates with
transplant center of
matched recipient

OPO determines
donation is viable

Transplant center
sends surgical team to
determine if organ is

Surgical team
removes organ(s)

medically suitable

Source: OPPAGA analysis of the Health Resources and Services Administration’s “The Deceased Donation Process” and interviews.

In Florida, multiple entities collect and expend funds associated with organ donation and
transplantation. AHCA pays Donate Life Florida from voluntary contributions collected by the
Department of Highway Safety and Motor Vehicles. AHCA reports that its five-year contract with
Donate Life Florida is for up to $320,000; the agency allots the organization approximately $64,000
per calendar year and makes quarterly payments based on historical accounts of voluntary donations.
AHCA receives a quarterly invoice from Donate Life Florida with a DHSMV file listing donations.
DHSMYV pays the amount to AHCA, which then pays Donate Life Florida. (See Exhibit 6.)



Exhibit 6
AHCA Pays Donate Life Florida Quarterly From Donations Collected by the Department of Highway Safety
and Motor Vehicles

Fiscal Year

Quarter 2015-16 2016-17 2017-18 2018-19

July-September $6,063.93' $4,560.72 $7,452.49 $7,082.93
October-December 4,621.71 5.344.78 6,866.88 5,131.43
January-March 5,817.11 8,175.99 7,016.58 7,7115.33
April-June? 34,298.44 33,101.31 19,669.33 62,060.01
Total $50,801.09 $51,182.80 $41,005.28 $81,989.70

1 AHCA reports that it paid Donate Life Florida for the first quarter of Fiscal Year 2015-16 under a prior contract.

2 AHCA reports that April is National Donate Life Month and Donate Life Florida members work with driver license office employees and
management to help increase donor awareness and registrations through an annual campaign, which may result in increased donations during
this time period.

Source: Agency for Health Care Administration.

Donate Life Florida collects additional
revenues from donations and OPO member
dues. Donate Life Florida reports collecting
$105,233 in calendar year 2018 in voluntary
contributions from the public (from online
and memorial donations or driver license
offices), and another $55,025 from member
dues paid by OPOs, for a total of $160,258.
46.8% (See Exhibit 7.)

Exhibit 7
Donate Life Florida Revenues, Calendar Year 2018

Fees paid by OPOs, tissue banks, and eye
banks exceed AHCA's costs, but AHCA has
not used the remaining revenues for
donation education. We asked AHCA how
much it collected in fees from OPOs, tissue
= Online and memorial donations banks, and eye banks in Fiscal Year 2018-19,

Donor program membership and how it used these revenues. AHCA is
" Tax Collector or DHSMV required by statute to spend fee revenues
for the implementation, administration, and
operation of a certification program for
OPOs and tissue and eye banks, an advisory board, donor registry maintenance, and organ and tissue
donor education.22 AHCA provided data showing it collected $670,039 in fees from OPOs, tissue banks,
and eye banks in Fiscal Year 2018-19. However, the agency reports that it only spent $78,228 on the
certification program and left the remainder in the Health Care Trust Fund rather than spending it on
organ and tissue donor education.?324 (See Exhibit 8.) In addition, AHCA reports that the advisory
board has not been active since 2015.

Source: OPPAGA analysis of data from the Donate Life Florida 2018 Annual
Report.

22 Section 765.544, F.S.

23 As discussed earlier, AHCA is required by s. 765.541, F.S., to establish a program for the certification of organizations that procure organs,
tissue, and eyes for transplantation, to set forth appropriate standards and guidelines for these organizations, and to monitor them for
compliance.

24 The Health Care Trust Fund was established in s. 408.16, F.S.
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Exhibit 8
AHCA Spent Approximately $78,000 on the Certification Program in Fiscal Year 2018-19

Salary $70,588
Expenses 7,278
Contracted Services 247
Leased Equipment 115
Total Expenditures $78,228

Source: Agency for Health Care Administration.

OPO annual reports show that three of Florida’s four OPOs report greater revenues than expenditures
in Fiscal Year 2017-18. During organ procurement, OPOs pay fees to hospitals that are a percentage
of the charges involved in the procurement process. They obtain revenues by charging transplant
centers for organs. The Life Alliance Organ Recovery Agency’s (LAORA) annual report showed that its
expenditures exceeded its revenues. LAORA administrators reported that in Fiscal Year 2017-18, they
were in the initial stages of implementing and negotiating a new case rate with hospitals. The OPO
also added staff during this time, contributing to higher expenses. (See Exhibit 9.)

Exhibit 9

Three of Four Florida OPOs Reported Higher Revenues Than Expenditures for Fiscal Year 2017-18
0PO Life Alliance Life Link Life Quest Our Legacy
Total Revenue $19,297,045 $22,344,900 $14,892,963 $19,329,030
Total Expenditures 20,962,176 19,882,958 13,120,243 19,068,059
Difference ($1,665,131) $2,461,942 $1,772,720 $260,971

Source: Organ Procurement Agency annual reports to the Agency for Health Care Administration.

Transplant centers report a wide range of charges for transplants. Hospitals report charges for
organ transplantation surgical stays to AHCA’s Florida Center for Health Information and
Transparency. Data for 2017 show that average charges for organ transplants ranged from a high of
$1.3 million for a heart transplant to a low of $252,000 for a kidney transplant. (See Exhibit 10.) These
reported charges are the raw charges and do not reflect rate negotiations with payers and also do not
include physician charges.2>

25 The payer for the transplant may be the recipient’s insurance, Medicare, or Medicaid.
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Exhibit 10
Hospitals Report Varying Charges for Transplants'?

Number of Hospital Hospital Reported Average
Medicare Severity Diagnosis Related Group (MS-DRG) Discharges Charges Charges
Heart Transplant or Implant of Heart Assist System, With 426 $533,953,848 $1,253,413
Major Complication or Co-Morbidity
Heart Transplant or Implant of Heart Assist System 53 39,147,691 738,636
Lung Transplant 78 51,430,044 659,360
Allogeneic Bone Marrow Transplant 511 317,290,325 620,920
Liver Transplant, With Major Complication or Co-Morbidity or 345 182,654,247 529,433
Intestinal Transplant
Simultaneous Pancreas/Kidney Transplant 57 24,545,970 430,631
Autologous Bone Marrow Transplant 47 19,507,922 415,062
Liver Transplant 136 47,851,968 351,853
Autologous Bone Marrow Transplant, With Complications or 504 168,372,045 334,072
Co-Morbidity, or Major Complications or Co-Morbidity
Kidney Transplant 1,054 265,580,847 251,974
Total/Average 3,211 $1,650,334,907 $513,963

1 AHCA states that charges shown are the raw charges, and that patients rarely are required to pay the full charges, so the charge comparison may
not be the most meaningful indicator of what you can expect to pay. Actual amounts paid may be significantly less due to rate negotiations with
payers. Physician charges are not included.

2 AHCA'’s data inquiry tool excludes results from those with fewer than 30 records.

Source: OPPAGA analysis of data from AHCA'’s Florida Center for Health Information and Transparency.

How Have Federal and State Organ Donation and Transplantation
Policies Changed Over the Past 25 Years?

Over the past 25 years, the U.S. Congress, various federal agencies, and the President have made
several key policy changes that have affected the organ donation and transplantation system.
(See Exhibit 11.)

Exhibit 11
Major Federal Policy Changes to the Organ Transplantation and Donation System

The U.S. Department of Congress passed the Organ The Centers for Medicare President Trump issued
Health and Human Services Donation and Recovery and Medicaid Services an executive order o
published the OPTN Final Improvement Act (CMS) established its rules advance American
Rule. for the Medicare Program's kidney health.
Hospital Conditions of
The rule was implemented Participation.
in 2000.
Congress passed the The National Conference of Congress passed the CMS established a final
Organ Donor Leave Comnissioners on Uniform HIV Organ Policy Equity rule that rescinded its
Act State Laws promuigated the (HOPE) Act review of fransplant center
Revised Uniform post-ransplant mortality
Anatomical Gift Act rates for re-approval under
(UAGA). Medicare.

September2019

Source: OPPAGA analysis of federal legislation.
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In the 1990s, new transplant techniques were developed and the country’s transplant system grew
rapidly, with the demand for organ transplants exceeding the supply of organs. In an attempt to
improve the system, in 1998, the U.S. Department of Health and Human Services published what OPTN
refers to as the “final rule,” which governs OPTN operations. The OPTN final rule was intended to
improve the effectiveness and equity of the organ transplantation system, further the development of
a nationwide organ allocation system, and encourage organ donation. HHS implemented the rule in
March 2000.

Around the same time, Congress passed two laws to aid in living organ donation. The 1999 Organ
Donor Leave Act entitles an employee in or under an executive agency to leave without loss of or
reduction in pay to serve as a bone marrow or organ donor. In 2004, Congress passed the Organ
Donation and Recovery Improvement Act, which allows the HHS secretary to award grants to states,
transplant centers, or OPOs; grants are for the reimbursement of travel and subsistence expenses for
living organ donors and for organ donor awareness and education efforts. Both of these grant
programs are still offered through HHS’s Division of Transplantation.

In 2006, the National Conference of Commissioners on Uniform State Laws promulgated the Revised
Uniform Anatomical Gift Act. The original act was promulgated in 1968 to address a critical organ
shortage by providing additional ways for making organ, eye, and tissue donations, and it was enacted
by all states. The national conference made revisions in 1987 and again in 2006 to address changes in
the field of transplantation. The 2006 changes include

= strengthening the language barring others from overriding a donor’s decision to donate
organs;

= facilitating donations by expanding the list of those who may make an anatomical gift for
another individual during that individual’s lifetime to include health care agents and, under
certain circumstances, parents or guardians;

= enabling procurement organizations to gain access to documents of gifts in donor registries,
medical records, and the records of a state motor vehicle department; and
= updating the act to allow for electronic records and signatures.

In 2007, CMS established its rules for the Medicare Program’s Hospital Conditions of Participation,
requiring all transplant programs to comply with these requirements. The requirements are meant to
protect the health and safety of both transplant recipients and living donors, and they focus on a
transplant program'’s ability to perform successful transplants and deliver quality care as evidenced
through outcomes, policies, and procedures.

More recently, the 2013 Congress passed the HIV Organ Policy Equity Act, which permits donated,
HIV-positive organs to be used for transplantation in HIV-positive patients. This shortens the waitlist
for organs by allowing for greater use of HIV-negative organs in HIV-negative patients.

In July 2019, President Trump issued an executive order to advance American kidney health, as kidney
disease is the ninth-leading cause of death in the U.S. The executive order requires the HHS secretary to

= select a payment model to test innovations in compensation for providers of kidney care
services based on kidney patient cost and quality outcomes;

= select a payment model to encourage greater use of home dialysis and kidney transplants for
Medicare beneficiaries on dialysis;

= encourage the development of an artificial kidney;

13



= increase utilization of available organs through establishing better metrics to evaluate OPO
performance and streamlining the kidney matching process; and

= propose a regulation to remove financial barriers to living organ donation.

Finally, in September 2019, CMS established a final rule that rescinded its review of transplant center
post-transplant mortality rates for re-approval under Medicare. CMS cited stakeholder input and
research studies that concluded that CMS’s assessment was causing some transplant centers to be
more conservative than they would be otherwise regarding the patients and organs they will take
because of concern over losing their Medicare funding. CMS expressed concern that as a result, fewer
patients had access to life-saving transplants and that viable organs were being discarded. The
expected outcome of this final rule is an increase in organ transplants and a decrease in discarded
organs. As part of this final rule, CMS also rescinded review of transplant center clinical experience
(volume) for re-approval. CMS retained review of mortality rates and clinical experience only for
initial Medicare approval of transplant centers.

Exhibit 12 While many changes affecting Florida’s organ
Major State Policy Changes to Florida’s Organ donation and transplantation system have
Transplantation and Donation System occurred at the federal level, the Florida
Legislature has passed a few key policy changes
? 1995: inch. 1995423, Laws of Florida, the in the last 25 years. (See Exhibit 12.)
Legislature revised statute to allow for voluntary ] .
contributions with license fees to the Florida Organ and In Ch. 1995-423, Laws of Florida, the Legislature
Tissue Donor Education Trust Fund. revised statutes to allow people to make a

voluntary contribution with their license fees to
the Florida Organ and Tissue Donor Education
Laws of Florida, that next-of-kin may not modify or Trust 'Fund f9r organ and tlls.sue donor
prevent a donor’s wishes to donate an organ after education.  This same law clarified that an
the donor's death. anatomical gift made by an adult and not
revoked by the donor does not require the
consent of any person after the donor’s death. It

2003: The Legislature specified in Ch. 2003-46,

2008: 1n ch. 2008-223, Laws of Fiorida, the also charged AHCA and DHSMV with developing
Legislature required AHCA and DHSMV to contract and implementing a statewide, electronic donor
for the operation of an online organ and tissue donor regi
_ gistry.
registry.
v Several years later, in Ch. 2003-46, Laws of

Florida, the Legislature specified that next-of-kin
may not modify or prevent a donor’s wishes to
donate an organ after the donor’s death.2¢ It also
clarified that organ and tissue donor cards, living wills and advance directives, driver licenses, and
other written forms serve as evidence of legally sufficient informed consent to donate an organ. In
Ch. 2008-223, Laws of Florida, the Legislature further amended the list of items that can serve as
evidence of a decedent’s informed consent to donate to include entry in the organ and tissue registry.2?
This law required AHCA and DHSMV to contract for the operation of an online organ and tissue donor
registry, designated as the Joshua Abbott Organ and Tissue Registry, and an education program
regarding the laws surrounding organ donation and the need for organs in Florida.

Source: OPPAGA analysis of Florida legislation.

26 Chapter 2003-46, Laws of Florida.
27 Chapter 2008-223, Laws of Florida.
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What Are the Projected Impacts on Florida of Changes to OPTN
National Organ Allocation Policies?

In the past few years, Organ Procurement and Transplantation Network committees have attempted
to address a perceived equity issue in the allocation of organs, which has traditionally been based on
organ procurement organization donation service areas (DSAs) or OPTN regions. A DSA is the
geographic area designated by CMS that is served by one OPO, one or more transplant centers, and one
or more donor hospitals. A region is 1 of 11 geographic areas in the country used for the
administration of organ allocation and appropriate geographic representation within the OPTN policy
structure. The stated rationale for changing the current allocation methodology that uses DSAs and
regions is that this methodology is contrary to the OPTN final rule, which states that policies regarding
organ allocation shall not be based on a candidate’s place of residence or place of listing.

To this end, in 2018, the OPTN/UNOS Ad Hoc Geography Committee was formed to establish principles
and a framework to guide how OPTN policies should address future geographic distribution of organs.
The OPTN/UNOS board of directors adopted a set of principles developed by the Geography
Committee to guide future organ transplant policy relating to geographic aspects of organ distribution.
The adopted statement of principle states that deceased donor organs are a national resource to be
distributed as broadly as feasible. Any geographic constraints pertaining to the principles of organ
distribution must be rationally determined and consistently applied. Using this principle statement,
OPTN has proposed and, in some cases, implemented organ-specific allocation policy changes over
time. Since 2017, OPTN committees have made or adopted proposals to change allocation policies for
lungs, livers, hearts, kidneys, and pancreases.?8

Lung Allocation Policy Change

In 2017, OPTN implemented a policy change for lung allocation that removed the DSA method of
allocation for deceased donor lungs and replaced it with a 250 nautical mile circle around the donor
hospital. This policy change was in response to a lawsuit filed by a transplant candidate in New York
that argued that the use of DSAs as the first unit of allocation for lungs from deceased adult donors
under the OPTN Lung Allocation Policy was in direct conflict with the OPTN final rule. The complaint
further argued that the allocation policy discriminated against people such as the plaintiff based on
geography and not on medical priority. The plaintiff sought an injunction to require the acting HHS
secretary to enjoin HHS and OPTN from applying the aspect of the Lung Allocation Policy that used the
DSA as a primary unit of allocation for deceased adult lungs. The Administrator of the Health
Resources and Services Administration directed OPTN to review the lung allocation policy and
determine whether any changes needed to be made. OPTN subsequently implemented a new lung
allocation policy that has gone into effect.

Liver Allocation Policy Change and Current Lawsuit

In 2018, OPTN proposed a policy change for liver allocation that eliminates the use of DSAs for organ
allocation and replaces it with a broader framework with the stated intent to decrease waitlist
mortality rates and allow for more equity in access for liver transplant candidates. Prior to this policy
proposal, liver organ distribution policies used DSAs and OPTN regions as geographic units. Under the

28 The proposed liver allocation policy also includes intestine distribution.
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new policy, livers will first be offered to the most urgent liver transplant candidates listed at transplant
hospitals within a radius of 500 nautical miles of the donor hospital. Livers would next be offered to
candidates at hospitals within distances of 150, 250, and 500 nautical miles of the donor hospital,
based on medical urgency. The revised policy was implemented briefly but has been on hold due to a
lawsuit. A group of hospitals and individual patients filed suit, arguing that HHS and UNOS violated
the Administrative Procedures Act (APA) by failing to follow established procedures during the
policy’s development and that these actions were arbitrary, capricious, and unlawful.2%39 The group
also claimed that HHS and UNOS actions constituted a violation of the Due Process Clause of the Fifth
Amendment.3! In a separate motion, the plaintiffs asked the district court to issue a temporary
restraining order to prevent the new policy from taking effect.32

While plaintiffs made three arguments, the district court denied the group’s motion based solely on an
analysis of the initial claim that the policy failed to follow proper rule making procedures during the
policy’s development. The new policy went into effect briefly until the plaintiffs filed an appeal and
asked the district court for an injunction pending appeal. The injunction was granted and placed the
previous liver allocation policy in effect. The appellate court determined that the district court
correctly decided that HHS and UNOS’s interpretation of the rule making procedure was the more
reasonable one but remanded the case to the district court to decide the remaining two claims.33 At
the time of our review, the parties were in discovery, with the district court determining what, if any,
additional information will be exchanged. Implementation of the policy is still on hold.

Heart Allocation Policy Change

In 2019, OPTN approved a policy change for heart allocation that replaced the DSA-level of allocation
for deceased donor hearts with a 250 nautical mile circle around the donor hospital. The goal of this
change is to make heart allocation policy more consistent with the final rule and provide more equity
in access to transplantation regardless of a candidate’s place of listing. This policy is expected to go
into effect in January 2020.

Kidney and Pancreas Allocation Policy Change

Also in 2019, OPTN proposed additional policy changes for both kidney and pancreas allocation that
would remove the DSA and regional boundaries used in the current organ allocation system and
allocate using a 500 nautical mile circle around the donor hospital. The goal of these proposals is to
provide consistent distribution units and promote patient access to transplant. Both proposals were
open for public comment until October 2019 and were pending further action at the time of our review.

29 The plaintiffs argue that because the liver-allocation policy is a significant policy, the defendants violated the law by neither referring the policy
or publishing the policy in accordance with 42 CFR §121.4(b), which states that “[t]he Secretary will refer significant proposed policies to the
Advisory Committee on Organ Transplantation established under § 121.12, and publish them in the Federal Register for public comment.” HHS
and UNOS disagree and claim that the provision only applies when the policy at issue is one that OPTN’s board recommends to be enforceable or
when the policy at issue is one that relates to such other matters as the secretary directs in accordance with the opening provisions of the statute.

30 In Count II, the plaintiffs assert that HHS and UNOS’s decision to approve the April 2019 policy in a limited time frame was arbitrary and
capricious.

31In Count III, the plaintiffs contend that they were not given notice or meaningful opportunity to be heard before the policy was adopted in
violation of the Fifth Amendment, which provides individuals with the right to be heard regarding “governmental decisions which deprive
individuals of [‘life,’] liberty’ or ‘property’ interests.” Mathews v. Elderidge, 424 US 319, 332 (1971).

32 To determine if the court should issue injunctive relief, the court must decide, among other things, that the party requesting relief has a substantial
likelihood of success on the merits. The standard for obtaining preliminary injunctive reliefis “(1) substantial likelihood of success on the merits;
(2) irreparable injury will be suffered unless the injunction issues; (3) the threatened injury to the movant outweighs whatever damage the
proposed injunction may cause the opposing party; and (4) if issued, the injunction would not be adverse to the public interest.” McDonalds’
Corp. v. Robertson, 147 F.3d 1301, 1306 (11t Cir. 1998).

33 The appellate court indicated that the remaining issues to be decided by the district court are context intensive and fact dependent and will hinge
on whether UNOS is an agency under the APA.
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Exhibit 13 summarizes the actual and projected effects on Florida of the federal organ allocation policy
changes based on data provided by UNOS. The most significant negative effect results from the kidney
and liver allocation proposals. The number of transplants for both organs would decrease under the
new policies, with an 11% decrease for livers and a 24% decrease for kidneys.

Exhibit 13
UNOS Projects That Changes in Organ Allocation Policies Will Have Both Positive and Negative Effects on
Florida'?

Annual Number of Annual Number of Percentage

Transplants Pre-Change  Transplants Post-Change  Difference Difference
Lung—Actual Volume over 1.5 Years 248 302 +54 +22%
—Projected Average 245 262 +17 +7%
Liver—Projected Average 459 408 -51 -11%
Heart—Projected Average 273 294 +21 +8%
Kidney—Projected Average 738 558 -180 -24%
Kidney-Pancreas—Projected Average 46 64 +18 +39%

1 For the projected averages, UNOS provided data showing what happened in 2017 under the distribution model in use at that time and what would
have happened in 2017 under the revised distribution model.

2UNOS also provided data for the impact of changes in the pancreas allocation process. However, there were too few transplants to show a
meaningful difference.

Source: United Network for Organ Sharing.

How Has Florida’s Organ Donation and Transplantation System
Performed Over Time and in Comparison to Other States?

Florida’s Donor Registry Trend

Florida has improved its rate of donor registration over time. Donor registries are an important
tool in increasing the availability of organs for transplant. Florida has improved its rate of donor
registration over time, both in whole numbers and as a percentage of the population. In 2009, Florida
had 5,275,904 registered donors, compared to 10,674,300 in 2018. As a percentage, Florida increased
its donor registration rate of adults 18 and older from 36% in 2009 to 59% in 2017. (See Appendix B

" for more information on the trends in donor
Exhibit 14 registration.) In 2018 (the most recent data
Florida Performs Better Than lts Peer States in : ' L .

. o available), 38% of eligible deaths were registered
National Rank for Donor Registrations

: donors.3*
National Rank for Donor
a Reglstlons Florida also compares favorably to peer states in its
o e rate of donor registration. Florida is the third most
Califomnia 1 populous state, after California and Texas, followed
e 15 by New York and Pennsylvania. It ranks higher
than these states in the percentage of adults

New York 50 . dasd See Exhibit 14

Source: OPPAGA analysis of data from Donate Life America, 2018 reglstere as donors. ( ee Exhibit )

Annual Update.

34 Nationally, 33% of eligible deaths were registered donors.
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Florida’s Trend for Organ Transplants and Actual Number of Donors

Florida is similar to the rest of the nation with an upward trend in organ transplants performed
in 2018. (See Exhibit 15.) Nationally, the number of organ transplants from deceased and living
donors increased 5% from 2017 to 2018. In Florida, the number of organ transplants from deceased
and living donors increased about 7% from 2017 to 2018; transplants from living donations increased
by 14% and transplants from deceased donation increased by 4%.

Nationally, some of the increase in
deceased donation is due to the
increased usage of donors with
medical criteria that would have
excluded them from donation
previously. Nearly 20% of donors in
2018 donated after circulatory death
as opposed to brain death, 9%
involved organs with a kidney donor
profile index of 86% or higher, and
more donors were 50 or older or
identified as having increased risk for
blood-borne disease.3>36

There are many factors determining
whether a potential deceased donor
becomes an actual donor. For
deceased donations, an OPO needs to
gain consent from the deceased
person’s family, the transplant

Exhibit 15
The Number of Florida Transplants Has Increased

2,471

The number of organ transplants has
increased by 2,014 between 1988 and 2018.

Kidneys were the most frequent type of transplant.

1988 2018

Source: OPPAGA analysis of OPTN data.

hospital needs to accept the organ, and the organ must be successfully and quickly delivered to the
donor hospital. Florida has increased its numbers of actual organ donors over time, including deceased

Exhibit 16

31
25

61
1988
=All Donor Types

Source: OPPAGA analysis of OPTN data.

The Number of Florida Organ Donors Has Increased Over Time

= Deceased Donor

donors and living donors.
(See Exhibit 16). Nationally,
in 2018, about 81% of the
transplants involved organs
from deceased donors, while
706 in Florida, 70% of transplants
were from deceased donors,
which has remained roughly
consistent over time.

008

302

2018

Living Donor

35 Organ Transplants in United States Set Sixth Consecutive Record in 2018 (2019).
36 Higher scores are associated with shorter expected functioning of the kidney relative to all the kidneys recovered in the U.S. during the last
year. A kidney with a score of 86% is expected to have shorter longevity than 86% of all recovered kidneys.
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Florida’s Waitlist Outcomes

Exhibit 17
The Vast Majority of People on Florida’s Transplant Waitlist Florida compares favorably to the
Are Waiting for a Kidney' rest of the nation in how quickly

2% people on waitlists receive
transplants but fares similarly or
worse in mortality rates. Each year,
9% the number of people on a waitlist for
organ donation grows and continues
to outpace both the number of donors
and organ transplants. As of
June 4, 2019, Florida had 5,461 people
on an organ transplant waitlist. Of
those, 86% were waiting for a kidney.
(See Exhibit 17.) Nationally, this
compares to almost 84% of people on
an organ waitlist who are waiting for a

kidney.
= Pancreas (10 people), Kidney/Pancreas (53 people), and Lung (69 people)

" eat (228252;;‘?55) The Scientific Registry of Transplant
Kidney (4,706 people) Recipients produces outcome
1 An additional 13 people were waiting for other types of transplants: 3 for a heart- assessments for all transplant
lung transplant, 8 for an intestine transplant, and 2 for an abdominal wall programs in the US. u Sil’lg a five-tier

transplant. ) -
Source: OPPAGA analysis of OPTN data, June 4, 2019. metric for getting a deceased donor

transplant faster.3” This metric
assesses how quickly those on the waitlist get a transplant during the two-year period evaluated
relative to how quickly they would be expected to get a transplant based on national data. The metric
provides a measure of the rate at which the program finds deceased donor organs for its
candidates.3%39 Tiers 1 and 2 indicate that the center is performing worse than expected, Tier 3 that
the center is performing roughly as expected, and Tiers 4 and 5 that the center is performing better
than expected.40

Florida's organ transplant programs generally do better than the rest of the nation based on SRTR’s
measure for getting adults a deceased donor transplant faster after controlling for the characteristics
of the population served. As of July 2019, 47% of Florida's 45 rated transplant programs were in the
top two of five performance tiers for getting a deceased donor transplant faster, compared to just 27%
of the programs in the rest of the U.S.#1 (See Exhibit 18.)

37 A transplant program is organ specific within a single transplant center. Transplant centers that conduct transplants for more than one organ
would thus have more than one transplant program, and multiple rankings.

38 The strength of the tier-rating system is that it controls for the characteristics of the patients served, the organs used, and the volume of
transplants conducted. The tiers are based on the ratio of how many on the waitlist actually received a transplant relative to how many would
be expected to receive a transplant given their age, how sick they are, and how many transplants are conducted at the program. If Florida’s
transplant centers had older and sicker transplant patients, the tier ranking they received would not penalize them for these factors; rather, it
should reflect their performance. The tier ranking also takes into account the likelihood of getting an especially high or low tier score due to a
small volume of transplants.

39 SRTR excludes individuals who undergo living donor transplants from the analysis.

40 Ratings are based on a probabilistic estimate, thus a specific rating represents a range of outcomes that are driven by both performance relative
to expected performance as well as the volume of transplants in a program. For details about the computation of the rating tiers, see SRTR’s
Calculating the 5-tier Assessments: A Guide for Pre-and Posttransplant Metrics.

41 Two programs in Florida and 106 programs elsewhere had no rating.
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Exhibit 18
Florida Had a Higher Percentage of Programs That SRTR Assessed as Better Than Expected for Adults
Getting a Deceased Donor Transplant Faster Than the Rest of the U.S."

Adults Getting a Transplant Faster Percentage of Florida’s Transplant Percentage of Rest of U.S.
Tier Rating: Higher Score Is Better Programs Within Tier (n=45) Within Tier (n=785)

1 7% 8%

2 16% 34%

3 31% 31%

4 22% 19%

5 24% 8%

Better Than Expected (Tiers 4 and 5) 47% 27%

Worse Than Expected (Tiers 1 and 2) 22% 42%

1 Numbers are rounded; totals are rounded only after summing original unrounded numbers.
Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 to June 30, 2019, program-specific reports.

SRTR also assesses all transplant programs in the U.S. using a five-tier system for survival on the
waiting list, where higher tiers show better outcomes.*? The five-tier assessment for survival on the
waiting list is based on a measure of how many patients die compared to how many are expected to
die while waiting for an organ transplant. Tiers 1 and 2 indicate that the center is performing worse
than expected, Tier 3 that the center is performing roughly as expected, and Tiers 4 and 5 that the
center is performing better than expected.

Compared to the rest of the nation, Florida's programs perform similarly or worse than would be
expected based on SRTR’s measure for mortality while on the waiting list. (See Exhibit 19.) While
Florida had a similar percentage of programs rated in the top two performance tiers for adult survival
on the waiting list, the state had 29% of transplant programs in the bottom two tiers, or worse than
expected, compared to 21% for the rest of the nation. (See Appendix C for the performance of
individual Florida transplant centers and programs.)

Exhibit 19
Florida Had a Higher Percentage of Programs That SRTR Assessed as Worse Than Expected For Adult
Waitlist Mortality Than the Rest of the U.S.'

Adult Waitlist Mortality Percentage of Florida’s Transplant Percentage of Rest of U.S. Within Tier
Tier Rating: Higher Score Is Better Programs Within Tier (n=45) (n=785)
1 9% 5%
2 20% 16%
3 33% 44%
4 31% 27%
5 7% 8%
Better Than Expected (Tiers 4 and 5) 38% 35%
Worse Than Expected (Tiers 1 and 2) 29% 21%

1 Numbers are rounded; totals are rounded only after summing original unrounded numbers.
Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 to June 30, 2019, program-specific reports.

42 The tiers are based on the ratio of how many actually died on the waitlist relative to how many would be expected to die given the ages of people
on the waitlist, how sick they are, and how many transplants are conducted at the program.
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OPPAGA'’s analysis of data from UNOS shows that Florida compares similarly or favorably to the
nation for kidney and liver waitlist trends.*> OPPAGA analyzed UNOS data showing outcomes of
patients within three years of being placed on a transplant waitlist in Florida and in other states between
1988 and 2015. Florida’s trend in waitlist registrations added for kidneys generally follows the same
pattern of increase as the U.S. as a whole, with an increase in registrations over time. As registrations
(demand for kidneys) grew rapidly, likely outstripping the growth in supply of kidneys, there was a
decline in the percentage of new registrants who were able to receive a kidney. However, Florida’s
percentage of patients who received a deceased donor transplant within three years of registering on
the waitlist has remained better than the nation as a whole over time. In addition, Florida's percentage
of patient deaths within three years of registering on the waitlist for a kidney has been similar to or
slightly lower than the rest of the nation since 1988. (See Exhibit 20.)

Exhibit 20
Florida Compares Similarly or Favorably to the Nation for Kidney Waitlist Trends

Florida United States
Waitlist Measure 1988 2015 1988 2015

Number of Waitlist Registrations Added 463 1,951 11,553 34,648
Percentage of Deceased Donor Transplants 73% 31% 59% 22%
Within Three Years of Registering on Waitlist

Percentage of Deaths Within Three Years of 5% 12% 6% 12%

Registering on Waitlist'

1 The measure reflects the percentage of registrants who were removed from the waitlist due to death or being too sick to transplant, or who died
after exiting the waitlist for other reasons.
Source: OPPAGA analysis of UNOS data.

OPPAGA’s analysis of UNOS data on liver waitlist trends yielded similar results as for kidney waitlist trends.
Florida has increased the number of waitlist registrations for livers over time, a trend that roughly mirrors
the pattern in the rest of the U.S. However, Florida has generally maintained relatively high transplantation
rates for livers compared to the nation as a whole. Florida has also maintained a relatively low waitlist
death rate for liver transplants compared to the nation as a whole. (See Exhibit 21.) These results provide
useful descriptive information but should be viewed with caution, as they do not take into account
differences in patient characteristics such as illness or age over time or across states or differences in organ
transplant quantity or quality. (See Appendix D for more details on these analyses.)

Exhibit 21
Florida Compares Similarly or Favorably to the Nation for Liver Waitlist Trends
Florida United States
Waitlist Measure
Number of Waitlist Registrations Added 579 702 8,021 11,297
Percentage of Deceased Donor Transplants 61% 69% 49% 54%
Within Three Years of Registering on Waitlist
Percentage of Deaths Within Three Years of 17% 11% 20% 20%

Registering on Waitlist'

1 The measure reflects the percentage of registrants who were removed from the waitlist due to death or being too sick to transplant, or who died
after exiting the waitlist for other reasons.
Source: OPPAGA analysis of UNOS data.

43 For organs other than kidney and liver, the small number of organs showed a high degree of annual variability and made it difficult to draw
conclusions about rates. We do not present a comparison of different organs because transplantation and death rates can be very different for
different states. The mix and size of organ programs available in a state can change the apparent pooled relative outcomes for otherwise identical
organ-by-organ performance.
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What Factors Enhance Transplant Success and What Challenges
Are Associated With Organ Donation and Transplantation?

Factors for Transplant Success Rates

We interviewed transplant center surgeons and administrators representing five of Florida’s
transplant centers and asked them about the factors that lead to higher transplant success rates. The
two most consistent responses were multidisciplinary teams and transplant center volume;
stakeholders also identified several other factors important to success.

Transplantation is a complex health care issue and multidisciplinary teams bring together a
variety of skills to treat patients pre- and post-transplant. These teams include surgeons;
infectious disease specialists; nephrologists, if applicable; pharmacists; and social workers that help
the patient at varying stages of care. Team collaboration and coordination of care can enhance
communication, create a level of comfort among the team members, and provide efficient,
comprehensive care for the patient, which is important for a successful transplant.

Several surgeons reported that higher volume is associated with better outcomes, as transplant
teams are often able to improve skills and develop routines as they gain more experience. As
teams perform a greater number of transplants, they also encounter a greater variety of unique
complications and are able to develop protocols to address such anomalies. Performing more
transplants also allows teams to develop a routine, which enhances efficiency and allows for better
communication among the transplant team members.

Researchers also cite volume as a factor involved in increasing transplant procedure success rates.
There is consensus among researchers that patient volume is positively related to successful outcomes
for organ transplants.** Volume is viewed as a proxy for quality and expertise because large volumes
enhance opportunities for surgeons to practice critical, high-risk surgeries, and developing skills and
perfecting techniques leads to better outcomes.#> Studies have suggested that higher volume medical
centers have, on average, better short-term and long-term patient survival rates.*®

While many academic studies have assessed the relationship between volume and patient outcomes
for transplant surgeries, these studies do not provide consistent minimum volume recommendations.
Many of these studies have estimated the relationship between volume and quality but have used
widely different ranges of volumes to define low, medium, and high volume transplant centers.*”

44 OPPAGA Review of Tertiary Health Services Licensing Standards, OPPAGA Report No. 19-11, November 2019.

45 Alhamad, et al,, "Transplant center volume and the risk of pancreas allograft failure,” Transplantation 101(11), 2017: 2757; Sonnenberg, et al.,
"Association of kidney transplant center volume with 3-year clinical outcomes," American Journal of Kidney Diseases, 2019.

4 Grimm, et al, "The influence of institutional volume on the incidence of complications and their effect on mortality after heart
transplantation,” The Journal of Heart and Lung Transplantation 34 (11), 2015: 1390-1397; Barbas, et al., "The volume-outcome relationship in
deceased donor kidney transplantation and implications for regionalization," Annals of Surgery 267(6), 2018: 1169-1172.

47 For example, recent studies of adult heart transplantation thresholds for high volume transplant centers range from 9 to 48 or more procedures
per year; adult liver transplants studies’ thresholds for high volume centers range from 21 to 176 or more procedures per year; and pediatric
lung transplant studies’ thresholds for high volume range from 4 to 11 or more procedures per year. For more information, see Appendix A in
OPPAGA Report No. 19-11, November 2019.
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Academic studies identify several other factors related to transplant success and quality.
Specifically, these studies highlight factors such as patient demographics and health characteristics or
hospital and center-specific characteristics, such as staffing ratios and the surgeon’s skill.*8 For
example, one study of pancreas transplants shows that although there was a relationship between low-
volume centers and inferior outcomes, some low-volume pancreas transplant programs have excellent
outcomes. The researchers noted that surgical expertise, recipient selection criteria, pre- and post-
operative multidisciplinary care and follow-up care were also part of the complex explanation for a
transplant program’s success.*’

Factors That May Lead to Higher Transplant Success Rates . )
According to several studies, post-transplant

= Multidisciplinary teams care is another important factor related to
= Volume transplant success. Improvement of and access
= Factors such as patient demographics and health to medications that prevent organ rejection have

characteristics, hospital and center characteristics helped increase the success of organ transplant
= Post-transplant care procedures.>® Ensuring that patients adhere to

their schedule for taking medication is important
to transplant success.>! Along with this, making
medication affordable or providing financial
assistance to patients can be crucial in guaranteeing that they are able to have access to the
medications they need to live successfully post-transplant.>2 Minimizing the common complications
of organ transplant procedures is also important, and this is best done through regular follow-up care
with physicians and maintaining a healthy lifestyle.>3

= Regulation of the organ transplantation system

Federal regulatory oversight over transplant center performance and quality may also affect
transplant success. For example, the OPTN Membership and Professional Standard Committee
conducts reviews of transplant program performance to identify underperforming programs and
requires implementation of quality assessment and performance improvement measures. A key
source of performance information the MPSC uses is data from SRTR on transplant program one-year
post-transplant graft and patient mortality rates. The Centers for Medicare and Medicaid Services
conducts a one-year post transplant graft and patient survival rate review for initial approval of a
transplant center but rescinded this review for re-approvals in a final rule published on
September 30, 2019. Instead, CMS expects transplant programs to continue to use their quality
assessment and performance improvement programs to monitor quality of care. CMS stated that the
quality improvement programs and CMS surveys will be sufficient to ensure transplant programs
continue to achieve and maintain high standards of care.

Challenges Associated With the Organ Donation and Transplantation System

In our interviews with representatives of transplant centers, four Organ Procurement Organizations,
and other stakeholders, we asked about hurdles or barriers in the state’s organ donation and
transplantation system. Challenges noted by these stakeholders include the following.

48 Sonnenberg, etal,, 2019; Scully, et al., "Waiting list outcomes in pediatric lung transplantation: Poor results for children listed in adult transplant
programs,” The Journal of Heart and Lung Transplantation 36(11), 2017: 1201-1208; Hayes et al., “Transplant center volume and outcomes in
lung transplantation for cystic fibrosis,” Transplant International 30, 2017: 371-377.

49 Alhamad, et al., 2017.

50 Keller, C., “Solid Organ Transplantation Overview and Selection Criteria,” American Journal of Managed Care 21, 2015.

51 Mathis, A.S.,, “Managed Care Implications of Improving Long-Term Outcomes in Organ Transplantation,” American Journal of Managed Care 21,2015.

52 Mathis, A.S., 2015.

53 Keller, C., 2015; Mathis, A.S., 2015.
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Misunderstanding or lack of support for organ donation. Stakeholders reported that people
do not always realize the importance of organ donation and registering as an organ donor, or
they have fears or misunderstanding about what it means to register. For example, a
representative of an OPO in south Florida reported that the extremely racially and culturally
diverse population they serve presents barriers related to language, mistrust of the medical
community, fear of deportation, and anti-donation cultural beliefs.>* Another reported barrier is
that families sometimes believe that a hospital wants to declare a family member brain dead so
that they can take their organs. Another stakeholder said that people might not think about the
fact than when they die, someone else could benefit from their organs. To help overcome such
barriers, stakeholders recommended additional public education about organ donation and its
importance.

Needing financial support to cover the costs incurred by living donors. Living donation in
Florida is below the national level; living organ donors make up 43% of all organ donors in the
U.S. since 1988, while only 30% of Florida’s organ donors have been living donors during the
same timeframe. One barrier noted by stakeholders is the financial burden of living donation.
For example, a stakeholder from a transplant center reported that a family member was not able
to afford the expense of donating an organ to a patient on Medicaid, and that Medicaid would not
cover these expenses. We verified with AHCA that Medicaid does not reimburse for living donor
medical expenses, but AHCA reported that Medicare will cover the cost of living kidney donation
for end-stage renal disease. Although Medicaid covers the recipient cost of an adult or pediatric
kidney transplant, a bone marrow transplant, or a pediatric liver transplant in which the
recipient may be able to receive the organ from a living donor, it does not cover the expenses
incurred by the living donor for these types of donations.>> Another stakeholder mentioned that,
while many potential living donors are dedicated to the process, numerous financial constraints
can be a major barrier.>¢ According to UNOS, a transplant recipient’s insurance typically covers
the donor’s medical costs, including the donation surgery and living donor evaluation. However,
other expenses are not covered by insurance, which could include annual physicals, travel,
lodging, lost wages, and other non-medical expenses. The National Living Donor Assistance
Center may help with some of these expenses for eligible recipients.>”

Issues identified in hospital communication with families. Two OPOs reported that the
communication from hospital personnel with grieving families could make a difference in
whether a family chooses to agree to donation. According to these stakeholders, if the hospital
notifies the OPO in time to support the family through the process, the family is more likely to
agree to donation. However, if the hospital does not notify the OPO until it is time to end life
support, and hospital personnel have been abrupt with the family or otherwise seem lacking in
compassion, the family may be angry and see disagreeing to donation as one thing they can
control. These two OPOs and one other recommended additional education on organ donation
for health care professionals. State law already provides for such education of nurses and
physicians. Section 464.013(3), Florida Statutes, requires the Board of Nursing to prescribe by
rule up to 30 hours of continuing education biennially for nurses.>® Similarly, s. 456.013, Florida

5 A systematic review of studies that explored community attitudes toward organ donation substantiates their perceptions. It found that the
decision to donate was influenced by culture and medical mistrust, among other factors. See Irving et. al “Factors That Influence the Decision to
Be an Organ Donor: A Systematic Review of Qualitative Literature,” Nephrology Dialysis Transplant 27 (2012): 2526-2533.

55 Although the costs associated with living donation have not been systematically captured, a review of 10 studies that collected data on costs that
donors incurred found that an average of 9 to 45% of living kidney donors incurred at least some costs as a result of donation. See Clarke, et al.
"The Direct and Indirect Economic Costs Incurred by Living Kidney Donors—a Systematic Review," Nephrology Dialysis Transplantation,
21 (2006): 1764-1765.

56 The rate of living kidney donation is much higher for people with higher incomes in both African-American and white populations. See Gill et al,
“The Effect of Race and Income on Living Kidney Donation in the United States,” Journal of American Nephrology 24(11): 2013, 1872-1879.

57 The National Living Donor Assistance Center is funded by a federal grant awarded by the Health Resources and Services Administration (HRSA).
Priority is given to those who cannot otherwise afford the travel and subsidence expenses associated with donation.

58 Section 464.013(3), F.S.
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Statutes, directs the Board of Medicine and the Board of Osteopathic Medicine to require
licensees to periodically demonstrate their professional competency by completing at least 40
hours of continuing education every two years.>°

= Lack of consistent organ donation education in tax collector offices. Tax collectors around the
state provide driver license and motor vehicle services in partnership with the Department of
Highway Safety and Motor Vehicles, with nearly 90% of Florida’s donor registrations coming
through driver license offices. Typically, staff filling out the computerized driver license
application ask people if they consent to become an organ donor. If so, this information is
transferred overnight to the state donor registry. The OPOs work to educate driver license staff
and place promotional materials in driver license offices to educate the public. One OPO reported
that a tax collector in its donation service area does not allow the OPO to engage in these
educational activities in the tax collector’s offices. The tax collector said that their offices keep
organ donor educational materials at a vendor station with information on license plate

options, but organ donor registration is not the responsibility of tax collector staff. Their focus is
on customer wait times.

What Policies Have Other States and Countries Pursued to
Improve Organ Availability?

To mitigate the organ shortage in the U.S., many states have considered or adopted legislation
to increase organ donor availability, with policies to increase both registered and living donors.
To improve organ availability through living organ donation, other states have passed legislation

= requiring certain employers to offer paid leave to living organ donors;

= offering tax credits or tax deductions to living donors or to employers who allow employees a
leave of absence for living organ donation; and

= prohibiting insurance providers from denying coverage to living donors based solely on their
status as living donors.

59 Section 456.013, F.S.
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Many states have passed donor leave
legislation to make living organ donation a
more affordable and viable option.
OPPAGA identified 31 states that have laws
offering paid leave to living organ donors
employed by certain entities.
(See Exhibit 22.) These entities include
state, county, school, and private sector
employers. For example, California,
Georgia, and Texas offer state employees a
leave of absence of up to 30 days without a
reduction in salary to serve as an organ
donor. In regards to unpaid leave,
according to the U.S. Department of Labor,
organ donation qualifies for unpaid, job-
protected leave under the Family Medical
Leave Act when it involves inpatient care
or continuing treatment. These leave laws
provide greater opportunities for living
donors.

Exhibit 22
States With Donor Leave Laws

~
-

Source: OPPAGA analysis of state legislation.

Exhibit 23

OPPAGA identified 22 states that

States Offering Donor Tax Deductions and Credits currently offer tax deductions or credits

Source: OPPAGA analysis of state legislation.

for living organ donation.60
(See Exhibit 23.) Most of these states
offer personal income tax deductions
and credits, while three offer employer
tax credits. For personal income tax,
some states, such as Georgia and New
York, offer a tax deduction of up to
$10,000 for expenses related to organ
donation. Other states, such as
Colorado, offer employers a tax credit
for expenses incurred related to paying
an employee or receiving temporary
replacement help during the employee’s
leave of absence for organ donation.
These laws may help provide incentives

for living organ donation.

Some states, such as Arizona, Colorado, and New York, have also enacted legislation that prohibits
insurance providers from denying coverage to living donors based solely on their status as living
donors. These laws prohibit discrimination of living donors in receiving coverage such as life,
disability, and long-term care insurance. While some states have also enacted legislation to specify
that this protection extends to health care coverage as well, the Patient Protection and Affordable Care

60 Florida does not have a state income tax, so tax deductions and credits may not be applicable.
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Act prohibits insurance companies from denying health insurance coverage or charging more for
premiums due to a pre-existing condition.

While living donation is the focus of some policies, many states also focus on increasing donor
registration. To improve organ availability through increased donor registration, others states have
passed or proposed legislation

= focusing on education and public awareness of donor registration;
= expanding the opportunities to register as an organ donor;
= implementing a presumed consent organ donation system; and
= giving registered organ donors priority in organ allocation.
To increase public awareness of organ donor registration, some states, in addition to Florida, have

established a fund for education and public awareness campaigns.! Texas recently passed legislation
designating February 26 as Bone Marrow, Blood, and Organ Donation Registry Day to focus attention

Some states have considered or passed
policies to expand the opportunities to
register as an organ donor. In these policies,
residents have the option to register on

on these causes.
Options Implemented by Other States

To improve organ availability through living organ donation:

library card applications or college and | *

university applications, in addition to driver’s
licenses. Texas and West Virginia passed
legislation requiring hunting and fishing
licenses to include the election to be an organ
donor. In Missouri, a proposed policy would
authorize all state agencies and departments

Employee paid leave for living donors
=  Employer tax credits or deductions
=  Prohibition of denial of insurance coverage for living donors

To improve organ availability through increased donor registration:

=  Education and public awareness
= Increased opportunities to register as a donor

to include a link to the donor registry on their
website, though this initiative has not passed.

Though the legislation was not successful, some states have recently considered proposals to change
the donor registry system in their state. One policy proposed in states such as Colorado and New York
would create a presumed consent system of organ donation. In this system, residents would be
registered as organ donors unless they stated otherwise when applying for their driver license or at
some other pre-determined time. New Jersey considered a system where registered organ donors
would receive priority in organ allocation if they ever needed an organ, but this is another legislative
proposal that has not passed.

Other countries have implemented policies that aim to increase organ donation and availability
rates and decrease the time patients spend on waitlists. These policies encompass two main
models of organ donation systems that are frequently used throughout the world and mentioned in
literature: presumed consent and organ allocation priority. Literature also discusses an additional
concept of an organ donor registration system, mandated choice, though we could not identify any
countries that use this model.

61 Arkansas, Illinois, Louisiana, and New York have established a fund for education and public awareness of organ donor registration.
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Presumed consent, also known as the opt-out system, is an organ donation system where every citizen
is presumed to be an organ donor upon death unless they specifically opt out. Many countries use the
presumed consent model, including Austria, England, France, Scotland, Singapore, Spain, and Wales.
Proponents of presumed consent organ donation state that the model will increase donation rates,
remove next-of-kin interference with the donor’s donation decision, and remove the stress that
grieving relatives feel when forced to make donation decisions on behalf of their loved ones.%?
Opponents believe that the model will lead to increased levels of mistrust towards medical
professionals and the loss of patient autonomy.63

Some of the countries that have implemented a presumed consent model have experienced increases
in their overall organ donation rates.®* However, there is a lack of empirical evidence citing presumed
consent as the sole reason for the increase.®®> For example, in Spain, the increase in organ donation
coincided with a transformation of the organ donation system, specifically growth in the number of
hospital coordinators. Hospital coordinators are medical doctors located in hospitals who are in
charge of the entire organ donation process and report directly to the hospital director, cutting out
middle management. This system is unique to Spain and has been another factor credited with the
country’s rise in organ donation.®® In addition, some countries have experienced reduced donation
rates after implementing the presumed consent model, and some have reverted back to their prior
system of organ donation. In Chile, the detrimental effects of implementing a presumed consent model
centered on the concern that the Chilean people were not informed of the implications and scope of
the new opt-out system.®” However, in France and Brazil, decreased donation rates were attributed to
increased levels of mistrust towards medical professionals after the presumed consent model was
implemented.®8

Organ allocation priority systems allow countries to offer priority status on the waiting list to
individuals who have expressed their consent to donate their organs after death. In this system, a
registered potential donor will have a priority advantage over someone on the waitlist who did not
consent to being an organ donor. In 1987, Singapore enacted the Human Organ Transplant Act, which
established an organ allocation priority system. Those who choose to opt-out of the donor registry
receive lower priority if they ever need an organ. In 2008, Israel also enacted legislation to offer an
organ allocation priority system. The Israeli Organ Transplantation Law imposes a three-year waiting
period after signing up as an organ donor to eliminate an individual’s ability to engage in strategic
behavior to get priority in organ allocation, and the law still prioritizes medical necessity as the main
concern when allocating organs.®® The Israeli legislation has been credited with increasing the number
of individuals registered as organ donors.”°

62 Prabhu, P., “Is Presumed Consent an Ethically Acceptable Way of Obtaining Organs for Transplant?,” Journal of the Intensive Care Society 20(2),
2019; Zink, S. et al,, “Presumed vs Expressed Consent in the US and Internationally,” Ethics Journal of the American Medical Association 7(9), 2005;
Zuniga-Fajuri, A, “Increasing Organ Donation by Presumed Consent and Allocation Priority: Chile,” Bulletin of the World Health Organization 93, 2015.

63 Prabhu, P., 2019; Shepherd et al,, “An International Comparison of Deceased and Living Organ Donation/Transplant Rates in Opt-In and Opt-Out
Systems: A Panel Study,” BMC Medicine 12(131), 2014; Zink, S. et al,, 2005.

64 Austria experienced a quadrupled donation rate within eight years of shifting to a presumed consent model.

65 Gallagher, S., “The Spanish Model’s Capacity to Save Lives by Increasing Organ Donation Rates,” Temple International and Comparative Law
Journal 18, 2004; Shepherd et al., 2014.

66 Gallagher, S., 2004.

67 Zuniga-Fajuri, A., 2015.

68 Shepherd et al,, 2014.

69Levy, M., “State Incentives to Promote Organ Donation: Honoring the Principles of Reciprocity and Solidarity Inherent in the Gift Relationship,”
Journal of Law and the Biosciences, 2018.

70 Levy, M., 2018; Zuniga-Fajuri, A., 2015.
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Mandated choice is a concept where individuals are required to opt into or out of the transplant
registry at a certain point, such as when filing a tax return or renewing a driver license. While
completing these tasks, the individual is required to respond to questions regarding organ donation
before the task can be considered complete. In such a system, an individual’s decision is legally binding
upon the individual’s death. The model requires individuals to record their choice, but it does not
require individuals to register as an organ donor. For example, a person would still receive their driver
license or tax return if they chose not to register as an organ donor.”!

Proponents state that requiring people to make a choice regarding organ donation will reduce the
number of individuals that die without ever expressing their decision regarding organ donation.”?
While a choice is required, a person’s autonomy is still protected in not requiring them to make a
specific choice. In addition, proponents believe that this model eliminates the next-of-kin’s ability to
reverse the donor’s decision regarding their own body and organs.”3 It also removes the burden from
families of making a consent decision during an emotional time.”4

Opponents of the mandated choice model state that it may be a financial burden to some states or
countries to maintain a system of every citizen’s organ donation choice and educate the public about
this system.”>76 Researchers have noted that some people also feel that mandated choice is a coercive
system because individuals are forced to register their decision, and it may not increase donation
greatly because many may err on the side of perceived caution and withhold consent.””

What Options Could the Legislature Consider to Improve Organ
Availability in Florida?

Two ways to improve organ availability in Florida are to increase the rate of living donation and
increase organ donor registration. Increasing the rate of living donation would help offset federal
changes in organ allocation policies, as these organs would stay within the state. Of all organ donors
in Florida since 1988, 30% of donors were living rather than deceased, which is below the national
level of 43%. According to research and stakeholders we interviewed, a major barrier to living
donation is that people may not be able to afford the cost of the procedure and/or loss of income from
being out of work. Another way to increase organ availability is to increase the rate of organ donor
registration, even though some of these organs will go out of the state.

To improve organ availability in Florida, the Legislature could consider a number of options
implemented in other states, proposed by stakeholders, or identified through OPPAGA fieldwork.
These options would increase support for living donation and awareness and education surrounding
organ donation in general. Options include

= offering employers a corporate income tax or insurance premium tax credit for expenses
incurred related to paying an employee or obtaining temporary assistance during the
employee’s leave of absence for living organ donation;

71 Cotter, H., “Increasing Consent for Organ Donation: Mandated Choice, Individual Autonomy, and Informed Consent,” Health Matrix: The Journal
of Law-Medicine 21(2),2012.

72 Cotter, H., 2012.

73 Cotter, H., 2012.

74 Spellman, D,, “Encouragement is Not Enough: The Benefits of Instituting a Mandated Choice Organ Procurement System,” Syracuse Law Review 56, 2006.

75 Cotter, H., 2012; Spellman, D., 2006.

76 Donate Life America currently operates a national donor registry in the U.S.

77 Cotter, H., 2012; Spellman, D., 2006.
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increasing public education about both living and deceased organ donation;

adding the topic of organ donation to continuing education requirements for health care
professionals;

expanding Medicaid coverage to include medical expenses incurred by living organ donors;

prohibiting insurers from denying coverage to living organ donors based solely on their
status as living donors; and

requiring state and local government employers to offer paid leave for living organ donation.

The Legislature could also consider options to improve organ availability in Florida through increased
donor registration. Options include

directing AHCA to use all excess revenues from fees paid by OPOs and tissue and eye banks
for public education on donation;

increasing public education about donor registration;

adding the topic of organ donation to high school curriculum requirements (e.g., health
science classes) to increase familiarity when teenagers first apply for a driver license;

requiring county tax collectors to allow prominent display of organ donation educational
materials in their offices; and

expanding the opportunities to register as an organ donor to include additional points of
access such as hunting and fishing licenses and state agency webpages.
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APPENDIX A
Source and Demographic Characteristics of Donor Registrations

In 2018, the majority (89.6%) of organ donor registrations in Florida were from driver license
transactions. Slightly more females than males registered to be donors during the period (54.5%
compared to 45.5%). The most frequently represented ethnicities among organ donor registrants in
Florida were white (61.5%) and Hispanic (24.8%). The age group with the highest frequency of donor
registrations was the 18-35 age group. (See Exhibit A-1.)

Exhibit A-1
Most Donor Registrations in Florida Are From Driver License Transactions

Registrations by Source Registrations by Gender

\_

m 89.6% Driver License Transactions
m 10.4% Online and Mobile Application = 54.5% Female = 45.5% Male

Registrations by Ethnicity Registrations by Age

\ S

= 61.5% White = 11.60% Age 17 and younger
m 24.8% Hispanic = 33.3% Age 18-35
21.6% Age 36-50
8.4% Black
2.5% Asian 20.4% Age 51-65

® 2 8% American-Indian, Pacific-Islander, or Other = 13.1% Age 65+

Source: OPPAGA analysis of data from the Donate Life Florida 2018 Annual Report.
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APPENDIX B
Florida’s Donor Registration Rate Over Time

Florida has improved its donor registration rate over time, both in whole numbers and as a percentage
of the population. In 2009, Florida had 5,275,904 registered donors, compared to 10,674,300 in 2018.
(See Exhibit B-1.) As a percentage, Florida increased its donor registration rate of adults 18 and older
from 36% in 2009 to 59% in 2017. (See Exhibit B-2.)

Exhibit B-1
Florida Has More Than Doubled the Number of Organ Donor Registrants From 2009 to 2018

10,674,300
5,275,904
2009 2010 2011 2012 2013 2014 2015 2016 2017 2018
Source: OPPAGA analysis of Donate Life Florida data.
Exhibit B-2
Florida’s Donor Registration Rate Has Increased From 36% in 2009 to 59% in 2017
59%
36%
2009 2010 2011 2012 2013 2014 2015 2016 2017

Source: OPPAGA analysis of Donate Life America data.

32



APPENDIX C

Florida Adult Transplant Program Performance Based on SRTR
Program-Specific Five-Tier Assessment Results

Florida’s 12 transplant centers each administer one or more organ-specific transplant programs. The
Scientific Registry of Transplant Recipients (SRTR) produces outcome assessments for all transplant
programs in the U.S. using a five-tier assessment system.”® The SRTR tiers rank transplant programs
on metrics that include adults “getting a deceased donor transplant faster” and adult survival on the
waitlist.7? “Getting a deceased donor transplant faster” is a measure of how quickly those on the wait
list get a transplant during the two-year period evaluated relative to how quickly they would be
expected to get a transplant based on national data. The metric provides a measure of the rate at which
the program finds deceased donor organs for its candidates.8°

The SRTR tier rankings are as follows.

» Tiers 1and 2: the program is performing worse than expected.
= Tier 3: the transplant program is performing roughly as expected.

» Tiers4 and 5: the program is performing better than expected.8!

Additional details on each transplant program can be found in SRTR’s searchable database. Exhibits
C-1 through C-3 show the outcomes for Florida transplant centers for adult transplant programs
categorized by the number of programs each transplant center administers (six or more programs,
two to three programs, and one program).82 Exhibit C-4 shows the same five-tier assessment results
organized by transplant program and organ type.

Transplant Centers With Six or More Transplant Programs

Florida’s five transplant centers with six or more transplant programs are AdventHealth Orlando,
Jackson Memorial Hospital University of Miami School of Medicine, Mayo Clinic Florida, Tampa General
Hospital, and UF Health Shands. Among these programs, AdventHealth Orlando and Tampa General
are the only two transplant centers that were rated as expected or better than expected for every organ
program for adults getting a transplant faster. None of these centers were rated as expected or better
than expected for every organ program for adult survival on the waitlist. Mayo Clinic Florida, Tampa
General Hospital, and UF Health Shands were the only transplant centers that had only one program
that was rated as worse than expected for adult survival on the waitlist.

78 A transplant program is organ-specific within a single transplant center. Transplant centers that conduct transplants for more than one organ
would thus have more than one transplant program and multiple rankings.

79 The strength of the tier-rating system is that it controls for patient characteristics, organs used, and volume of transplants conducted. If Florida’s
transplant centers had older and sicker transplant patients, the tier ranking they received would not penalize them for these factors; rather, it
should reflect their performance. The tier ranking also takes into account the likelihood of getting an especially high or low tier score due to a
small volume of transplants.

80 SRTR excludes individuals who undergo living donor transplants from the analysis.

81 Ratings are based on a probabilistic estimate; thus, a specific rating represents a range of outcomes that are driven by both performance relative
to expected performance as well as the volume of transplants in a program. For details about the computation of the rating tiers, see SRTR’s
Calculating the Five-Tier Assessments: A Guide for Pre-and Posttransplant Metrics.

82 This analysis excludes the pediatric transplant program at the Johns Hopkins All Children’s Hospital. It includes the transplant program at the
Gulf Coast Medical Center, which was operational during the time period of the assessment but ceased operation at the end of 2018.
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Of these large transplant centers, there were nine programs that were rated as worse than expected
for adults getting a deceased donor transplant faster; of these nine, four were in UF Health Shands,
three were in Jackson Memorial, and two were in Mayo Clinic. Of these large transplant centers, there
were 11 programs that were rated as worse than expected for adult survival on the waitlist. More than
half of them (six) were in Jackson Memorial. (See Exhibit C-1.)

Exhibit C-1

SRTR Five-Tier Assessment Results for the Five Transplant Centers With Six or More Adult Transplant Programs
Adults Getting a Deceased Adult Survival

Transplant Clinic/Organ Program’ Donor Transplant Faster on the Waitlist?
AdventHealth Orlando

Heart Better Than Expected Worse Than Expected
Kidney Better Than Expected Worse Than Expected
Kidney-Pancreas Better Than Expected Better Than Expected
Liver Better Than Expected Better Than Expected
Lung Better Than Expected As Expected
Pancreas As Expected As Expected
Jackson Memorial Hospital University of Miami School of Medicine

Heart Worse Than Expected Worse Than Expected
Heart-Lung Worse Than Expected Worse Than Expected
Intestine As Expected Better Than Expected
Kidney As Expected Worse Than Expected
Kidney-Pancreas Better Than Expected Worse Than Expected
Liver Better Than Expected Worse Than Expected
Lung Worse Than Expected Worse Than Expected
Pancreas As Expected As Expected
Mayo Clinic Florida

Heart Worse Than Expected Better Than Expected
Heart-Lung Worse Than Expected Better Than Expected
Kidney As Expected Worse Than Expected
Kidney-Pancreas As Expected As Expected
Liver Better Than Expected As Expected
Lung As Expected Better Than Expected
Pancreas Better Than Expected As Expected
Tampa General Hospital

Heart Better Than Expected Worse Than Expected
Heart-Lung As Expected As Expected
Kidney Better Than Expected Better Than Expected
Kidney-Pancreas Better Than Expected As Expected
Liver Better Than Expected Better Than Expected
Lung As Expected As Expected
Pancreas As Expected As Expected

UF Health Shands Hospital

Heart Worse Than Expected As Expected
Kidney Worse Than Expected Worse Than Expected
Kidney-Pancreas As Expected Better Than Expected
Liver Worse Than Expected Better Than Expected
Lung Better Than Expected Better Than Expected
Pancreas Worse Than Expected As Expected

1 UF Health Shands has a heart-lung transplant program but did not perform any transplants in this period, so it does not have a tier assignment.

2 SRTR cautions that it received feedback regarding its waitlist mortality measure for kidney transplant programs because many kidney transplant
candidates are not cared for by the program at which they are listed. As a result, SRTR does not display the kidney waitlist mortality measure in
its searchable database results for kidney transplant programs, even though SRTR provides this measure in its program-specific reports.

Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 through June 30, 2019, program-specific reports.
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Transplant Centers With Two to Three Transplant Programs

The three transplant centers with two to three transplant programs are Cleveland Clinic Florida
Weston, Largo Medical Center, and Memorial Regional Hospital. Among these programs, Cleveland
Clinic Florida Weston and Memorial Regional Hospital were rated as better than expected or as
expected for all of their programs on both metrics. Largo Medical Center was rated as better than
expected for both of its transplant programs for adults getting a transplant faster. However, of these
mid-sized transplant centers, Largo Medical Center was the only transplant hospital with a worse than
expected rating, which it received for adult survival on its kidney program waitlist. (See Exhibit C-2.)

Exhibit C-2
SRTR Five-Tier Assessment Results for the Three Transplant Centers With Two to Three Adult Transplant
Programs

Adults Getting a Deceased Adult Survival
Transplant Clinic/Organ Program Donor Transplant Faster on the Waitlist'
Cleveland Clinic Florida Weston
Heart Better Than Expected As Expected
Kidney Better Than Expected Better Than Expected
Liver Better Than Expected Better Than Expected
Largo Medical Center
Kidney Better Than Expected Worse Than Expected
Liver Better Than Expected Better Than Expected
Memorial Regional Hospital
Heart As Expected Better Than Expected
Kidney Better Than Expected As Expected

1 SRTR cautions that it received feedback regarding its waitlist mortality measure for kidney transplant programs because many kidney transplant
candidates are not cared for by the program at which they are listed. As a result, SRTR does not display the kidney waitlist mortality measure in
its searchable database results for kidney transplant programs, even though SRTR provides this measure in its program-specific reports.

Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 through June 30, 2019, program-specific reports.

Transplant Centers With One Transplant Program

The four transplant centers with one transplant program are Broward Health Medical Center, Gulf
Coast Medical Center, Halifax Medical Center, and Sacred Heart Hospital Pensacola. Among these
programs, Broward Health Medical Center was rated as expected or better than expected for its liver
program for both metrics. Gulf Coast Medical Center was rated as expected for its kidney program for
both metrics. Halifax Medical Center and Sacred Heart Hospital had mixed results; both were rated as
better than expected for their kidney programs for one measure but have the only two worse than
expected ratings among the small programs. (See Exhibit C-3.)
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Exhibit C-3
SRTR Five-Tier Assessment Results for the Four Transplant Centers With One Adult Transplant Programs

Adults Getting a Deceased Adult Survival

Transplant Genter/Organ Program Donor Transplant Faster on the Waitlist!
Broward Health Medical Center

Liver As Expected Better Than Expected
Gulf Coast Medical Center?

Kidney As Expected As Expected
Halifax Medical Center

Kidney Better Than Expected Worse Than Expected
Sacred Heart Hospital Pensacola

Kidney Worse Than Expected Better Than Expected

1SRTR cautions that it received feedback regarding its waitlist mortality measure for kidney transplant programs because many kidney transplant
candidates are not cared for by the program at which they are listed. As a result, SRTR does not display the kidney waitlist mortality measure in its
searchable database results for kidney transplant programs, even though SRTR provides this measure in its program-specific reports.

2 Gulf Coast Medical Center had a transplant program during the time period of the assessment but the program ceased operation at the end of 2018.
Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 through June 30, 2019, program-specific reports.

Transplant Program-Level Results

Exhibit C-4 shows the five-tier assessment results organized by transplant program/organ type.
Overall results by type of program are summarized below.

Among the seven heart transplant programs, only Cleveland Clinic Florida Weston and
Memorial Regional Hospital was rated as expected or better than expected across both
metrics. Jackson Memorial Hospital University of Miami School of Medicine is the only heart
program that was rated as worse than expected for both metrics.

Among the three heart-lung transplant programs, only Tampa General Hospital was rated
as expected or better than expected across both metrics. Jackson Memorial Hospital
University of Miami School of Medicine was rated as worse than expected for both metrics.
Jackson Memorial Hospital University of Miami School of Medicine had the only intestine
transplant program and was rated as expected for adults getting a deceased donor
transplant faster and better than expected for adult survival on the waitlist.

Among the 11 kidney transplant programs, Cleveland Clinic Florida Weston and Tampa
General Hospital had the only programs that were rated as better than expected for both
metrics. Gulf Coast Medical Center and Memorial Regional Hospital were rated as expected or
better than expected for both metrics. More than half of kidney programs overall (6 out of
11) were rated as worse than expected for adult survival on the waitlist.

Among the five kidney-pancreas programs, AdventHealth Orlando had the only program
that was rated as better than expected across both metrics. Jackson Memorial Hospital
University of Miami School of Medicine had the only worse than expected rating, which was
for adult survival on the waitlist. The other three programs (Mayo Clinic Florida, Tampa
General Hospital, and UF Health Shands) were rated as expected or better than expected for
both metrics.

Florida’s eight liver transplant programs did well overall. Out of the 16 ratings across the
two metrics, 12 were better than expected, 2 were as expected, and only 2 were worse than
expected. AdventHealth Orlando, Cleveland Clinic Florida Weston, Largo Medical Center, and
Tampa General Hospital had programs that were rated as better than expected for both
metrics.

Among the five lung transplant programs, UF Health Shands Hospital is the only program
that was rated as better than expected for both metrics. In addition to UF Health Shands

36



Hospital, AdventHealth Orlando, Mayo Clinic Florida, and Tampa General Hospital were rated
as expected or better than expected for both metrics. Jackson Memorial Hospital University of
Miami School of Medicine had the only clinic with a worse than expected rating, which it
received for both metrics.

= The five pancreas transplant programs were rated as expected or better than expected for
four out of five ratings for adults getting a deceased transplant faster, and as expected for all
of their ratings for adult survival on the waitlist. UF Health Shands is the only center that was
rated as worse than expected, which was for adults getting a transplant faster.

Exhibit C-4
SRTR Five-Tier Assessment Results by Organ for Florida Transplant Centers
Adults Getting a Deceased Adult Survival

Organ Program/Transplant Center Donor Transplant Faster on the Waitlist
Heart

AdventHealth Orlando Better Than Expected Worse Than Expected
Cleveland Clinic Florida Weston Better Than Expected As Expected
Jackson Memorial Hospital University of Miami Worse Than Expected Worse Than Expected
School of Medicine

Mayo Clinic Florida Worse Than Expected Better Than Expected
Memorial Regional Hospital As Expected Better Than Expected
Tampa General Hospital Better Than Expected Worse Than Expected
UF Health Shands Hospital Worse Than Expected As Expected
Heart-Lung

Jackson Memorial Hospital University of Miami Worse Than Expected Worse Than Expected
School of Medicine

Mayo Clinic Florida Worse Than Expected Better Than Expected
Tampa General Hospital As Expected As Expected
Intestine

Jackson Memorial Hospital University of Miami As Expected Better Than Expected
School of Medicine

Kidney?

AdventHealth Orlando Better Than Expected Worse Than Expected
Cleveland Clinic Florida Weston Better Than Expected Better Than Expected
Gulf Coast Medical Center As Expected As Expected
Halifax Medical Center Better Than Expected Worse Than Expected
Jackson Memorial Hospital University of Miami As Expected Worse Than Expected
School of Medicine

Largo Medical Center Better Than Expected Worse Than Expected
Mayo Clinic Florida As Expected Worse Than Expected
Memorial Regional Hospital Better Than Expected As Expected
Sacred Heart Hospital Pensacola Worse Than Expected Better Than Expected
Tampa General Hospital Better Than Expected Better Than Expected
UF Health Shands Hospital Worse Than Expected Worse Than Expected
Kidney-Pancreas

AdventHealth Orlando Better Than Expected Better Than Expected
Jackson Memorial Hospital University of Miami Better Than Expected Worse Than Expected
School of Medicine

Mayo Clinic Florida As Expected As Expected
Tampa General Hospital Better Than Expected As Expected

UF Health Shands Hospital As Expected Better Than Expected
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Organ Program/Transplant Center
Liver

Adults Getting a Deceased
Donor Transplant Faster

Adult Survival
on the Waitlist

AdventHealth Orlando Better Than Expected Better Than Expected
Broward Health Medical Center As Expected Better Than Expected
Cleveland Clinic Florida Weston Better Than Expected Better Than Expected
Jackson Memorial Hospital University of Miami Better Than Expected Worse Than Expected
School of Medicine

Largo Medical Center Better Than Expected Better Than Expected
Mayo Clinic Florida Better Than Expected As Expected
Tampa General Hospital Better Than Expected Better Than Expected
UF Health Shands Hospital Worse Than Expected Better Than Expected
Lung

AdventHealth Orlando Better Than Expected As Expected
Jackson Memorial Hospital University of Miami Worse Than Expected Worse Than Expected
School of Medicine

Mayo Clinic Florida As Expected Better Than Expected
Tampa General Hospital As Expected As Expected

UF Health Shands Hospital Better Than Expected Better than Expected
Pancreas

AdventHealth Orlando As Expected As Expected
Jackson Memorial Hospital University of Miami As Expected As Expected
School of Medicine

Mayo Clinic Florida Better Than Expected As Expected
Tampa General Hospital As Expected As Expected

UF Health Shands Hospital Worse Than Expected As Expected

1UF Health Shands has a heart-lung transplant program but did not perform any transplants in this period, so they do not have a tier assignment. Gulf Coast
Medical Center had a transplant program during the time period of the assessment but the program ceased operation at the end of 2018.

2SRTR cautions that it received feedback regarding its waitlist mortality measure for kidney transplant programs because many kidney transplant
candidates are not cared for by the program at which they are listed. As a result, SRTR does not display the kidney waitlist mortality measure in its
searchable database results for kidney transplant programs, even though SRTR provides this measure in its program-specific reports.

Source: OPPAGA analysis of SRTR outcome assessment data, July 1, 2017 through June 30, 2019, program-specific reports.
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APPENDIX D

Comparison of Florida to U.S. Kidney and Liver Transplant
Program Waitlist Trends

OPPAGA'’s analysis of data from UNOS shows that Florida compares similarly or favorably to the
nation for kidney and liver waitlist trends.83 UNOS provided data showing the outcomes of patients
within three years of being placed on a transplant waitlist in Florida and in other states. While these
results provide useful descriptive information, they should be viewed with caution, as they do not take
into account differences in patient mixes over time or across states or differences in organ transplant
quantity or quality. For example, if Florida transplant centers have older and sicker transplant patients
on a waitlist, whether a result of waitlist acceptance and management practices or Florida’s population
characteristics, Florida’s percentage of deaths on a waitlist would be worse than the rest of the nation’s
centers even if transplant success on comparable populations were identical. These results also do not
take into account the mix of organs transplanted in Florida versus other states. For example, if Florida
centers transplanted more organs that were less likely to be successful, either because of the type or
quality of organ that the centers accept, their percentage of deaths on the waitlist would be higher than
the rest of the nation’s centers, even if transplants were similarly successful on equivalent organs.

Kidney Waitlist Trends

Florida’s trend in new kidney waitlist registrations generally follows the same pattern of increase as
the U.S. as a whole, with an increase in registrations over time. (See Exhibit D-1.) As registrations
(demand for kidneys) grew rapidly, likely outstripping the growth in supply of kidneys, there was a
decline in the percentage of new registrants who were able to receive a kidney. So despite the fact that
there has been growth in the number of kidney recipients, there has been a decline in the percentage
of registrants who received a kidney. (See Exhibit D-2.) However, Florida’s percentage of patients who
received a deceased donor transplant within three years of registering on the waitlist has remained
better than the nation as a whole over time. In addition, Florida's percentage of patient deaths within
three years of registering on the waitlist for a kidney has been similar to or slightly lower than the rest
of the nation since 1988. (See Exhibit D-3.)

83 For organs other than kidney and liver, the small number of organs showed a high degree of annual variability and made it difficult to draw
conclusions about rates. We do not present a comparison of different organs because transplantation and death rates can be very different for
different states. The mix and size of organ programs available in a state can change the apparent pooled relative outcomes for otherwise identical
organ-by-organ performance.
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Exhibit D-1
Kidney Waitlist Registrations Added
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Source: OPPAGA analysis of UNOS data.

Exhibit D-2
Percentage of Deceased Donor Kidney Transplants Within Three Years of Registering on the Waitlist
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Source: OPPAGA analysis of UNOS data
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Exhibit D-3
Percentage of Deaths Within Three Years of Registering on the Kidney Waitlist'
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1 The measure reflects the percentage of registrants who were removed from the waitlist due to death or being too sick to transplant, or who died
after exiting the waitlist for other reasons.

Source: OPPAGA analysis of UNOS data.

Liver Waitlist Trends

OPPAGA'’s analysis of UNOS data on liver waitlist trends yielded similar results as for kidney waitlist
trends. Florida has increased the number of waitlist registrations for livers over time, a trend that
roughly mirrors the pattern in the rest of the U.S. (See Exhibit D-4.) However, Florida has generally
maintained relatively high transplantation rates for livers compared to the nation as a whole. These
differences have been statistically significant in nearly all years of available data. (See Exhibit D-5.)
Florida has also maintained a relatively low waitlist death rate for liver transplants compared to the
nation as a whole. The differences have been statistically significant in nearly all years of available
data. (See Exhibit D-6.)
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Exhibit D-4
Liver Waitlist Registrations Added
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Source: OPPAGA analysis of UNOS data.

Exhibit D-5
Percentage of Deceased Donor Liver Transplants Within Three Years of Registering on the Waitlist
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Source: OPPAGA analysis of UNOS data.
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Exhibit D-6
Percentage of Deaths Within Three Years of Registering on the Liver Waitlist’
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1 The measure reflects the percentage of registrants who were removed from the waitlist due to death or being too sick to transplant, or who died
after exiting the waitlist for other reasons.

Source: OPPAGA analysis of UNOS data.
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Summary:

CS/SB 1726 addresses statutory duties and responsibilities of the Agency for Health Care
Administration (AHCA\) relating to the regulation of health care facilities and providers. The bill:

Removes provisions requiring fixed inspection time frames for nursing home facilities,
hospices, assisted living facilities, and adult family care homes.

Authorizes the AHCA to exempt specified low-risk providers from licensure inspection.
Authorizes the AHCA to adopt rules to waive a routine inspection, to waive an inspection for
relicensure, or to allow an extended period between inspections for any provider type based
upon specified factors.

Establishes that health care clinic licensure is not required for Medicaid providers.

Creates an exemption to health care clinic licensure for federally-certified providers.
Repeals multiphasic health testing center licensure.

Authorizes the AHCA to issue a provisional license to all provider types.

Increases the frequency of birth center reports to the AHCA.

Revises background screening regulations for health care provider staff.

Authorize the collection of legal fees on Medicaid overpayment and licensure cases.
Clarifies the AHCA’s authority to retrospectively review Medicaid inpatient hospital
admissions and payments.

Revises definitions and licensure requirements related to home health agencies.

Revises language for listing hospital beds on license.

Repeals an unenforceable annual assessment.
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e Revises requirements for the approval of comprehensive emergency management plans for
newly-licensed facilities.

e Replaces legislatively-mandated reports with online publications and repeals specified
reports.

The bill takes effect on July 1, 2020, except as otherwise expressly provided in the bill and
except for the effective date section, which takes effect upon this act becoming a law.

Present Situation:

The AHCA is created in s. 20.42, F.S. It is the chief health policy and planning entity for the
state and is responsible for, among other things, health facility licensure, inspection, and
regulatory enforcement. It licenses or certifies and regulates 40 different types of health care
providers, including hospitals, nursing homes, assisted living facilities, and home health
agencies. In total, the AHCA licenses, certifies, regulates or provides exemptions for more than
48,000 providers.*

Generally applicable provisions of health care provider licensure are addressed in the Health
Care Licensing Procedures Act in part 1l of ch. 408, F.S. Additional chapters or sections in the
Florida Statutes provide specific licensure or regulatory requirements pertaining to health care
providers in this state.?

Due to the many diverse issues within the bill, pertinent background information is provided
within the effect of proposed changes for the reader’s convenience.

Effect of Proposed Changes:
Birth Center Reporting

Section 1 amends s. 383.327, F.S. Birth centers are required under current law to immediately
report each maternal death, newborn death, and stillbirth to the medical examiner. Changes to
subsection (2) of this section require birth centers to immediately report this information to the
AHCA as well. Changes to subsection (4) of this section remove the requirement that birth
centers submit a report to the AHCA annually and instead require the reports to be submitted at a
frequency adopted by the AHCA in rule. These changes could enable the AHCA to have more
current information to review during the inspection of a birth center.

Listing Hospital Beds on a License

Chapter No. 2019-136, L.O.F. (enacted by the Legislature in 2019 as CS/HB 21) removes
certificate of need review requirements for hospitals over time, with the final change occurring
onJuly 1, 2021. Section 2 amends s. 395.003(4), F.S., to remove the requirement that all beds
not covered by any specialty-bed-need methodology be specified as general beds on the face of
the hospital’s license. If this subsection is not updated to reflect recent changes to certificate of

! See the Agency for Health Care Administration, Division of Health Quality Assurance
http://ahca.myflorida.com/MCHQ/index.shtml (last visited Jan. 23, 2020).

2 See s. 408.802, F.S., for the health care provider types and applicable licensure statutes.
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need requirements, specialty hospital beds such as neonatal intensive care beds will incorrectly
be reported as general acute care beds on the face of the hospital’s license.

Repeal of an Unenforceable Assessment

Section 3 repeals s. 395.7015, F.S., which imposes an annual assessment on ambulatory surgical
centers and certain diagnostic-imaging centers that are freestanding outpatient facilities. These
assessments were ruled to be unconstitutional and are no longer collected. ® Section 4 amends

s. 395.7016, F.S., to conform a cross-reference to this section.

Licensure Inspections for Nursing Home Facilities, Hospices, Assisted Living Facilities, and
Adult Day Care Centers

Uniform licensing requirements in s. 408.811, F.S., require the biennial inspections of health
care facilities unless otherwise specified in statute or in rule. Sections of the bill listed below
remove the frequency required in statute for nursing home facilities, hospices, assisted living
facilities, and adult day care centers.

Federal law currently requires the AHCA to inspect a nursing home facility, at a minimum, every
15 months.* Section 400.19, F.S., also requires the AHCA to inspect a nursing home facility
every 15 months. The AHCA is required to inspect a nursing home facility every six months for
two years if the facility has been cited for a class | deficiency, has been cited for two or more
class Il deficiencies arising from separate surveys or investigations within a 60-day period, or
has had three or more substantiated complaints within a six-month period, each resulting in at
least one class | or class Il deficiency. Those nursing home facilities are required to pay a $6,000
fine for the two additional inspections.

Section 5 amends s. 400.19, F.S., to remove the 15-month inspection requirement from state law
and instead requires the AHCA to conduct periodic unannounced licensure inspections. This
provision would require the AHCA to conduct only one additional licensure survey for a facility
that has been cited for a class | deficiency or for two or more class Il deficiencies within a
60-day period. The $6,000 fine for the two additional inspections is removed and is replaced
with a $3,000 fine for each additional licensure survey.

Section 12 amends s. 400.605(3), F.S., to remove the requirement that the AHCA must inspect
hospices annually or biennially for hospices having a three-year record of substantial compliance
and instead requires the AHCA to conduct inspections and investigations of hospices as
necessary to determine compliance.

Sections 41 and 42 amend ss. 429.35 and 429.905(2), F.S., to remove the requirement (and
related provisions) that the AHCA inspect assisted living facilities biennially.

Section 43 amends s. 429.929, F.S., to remove a provision authorizing the AHCA to conduct an
abbreviated biennial inspection of an adult day care center that has a record of good

3 Agency for Health Care Admin. v. Hameroff, 816 So. 2d 1145, 1149-1150 (Fla. 1st DCA 2002).
442 C.F.R. s. 488.308(a).
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performance. It also removes a provision requiring the AHCA to conduct a full inspection of an
adult day care center that has had one or more confirmed complaints.

Home Health Agencies

Section 400.462(12), F.S., defines the term “home health agency” as an organization that
provides home health services and staffing services. An organization that provides only home
health services does not meet the definition of a home health agency.

Subsection (30) of that section defines the term “staffing services” as services provided to a
health care facility, school, or other business entity on a temporary or school-year basis pursuant
to a written contract by licensed health care personnel and by certified nursing assistants and
home health aides who are employed by, or work under the auspices of, a licensed home health
agency or who are registered with a licensed nurse registry.

Subsection (14) of that section defines “home health services” as the following services that are
provided by an organization:

e Nursing care.

Physical, occupational, respiratory, or speech therapy.

Home health aide services.

Dietetics and nutrition practice and nutrition counseling.

Medical supplies, restricted to drugs and biologicals prescribed by a physician.

Section 6 amends s. 400.462, F.S., to revise the definitions of the terms “home health agency,”
“home health services,” “home infusion therapy provider,” and “nurse registry”” and deletes the
definition of the term “organization.”

e “Home health agency” is redefined to mean a person or an entity that provides one or more
home health services, as opposed to an organization that provides home health services
(plural) and staffing services as under current law. The new definition will include
individuals who provide one or more types of home health service, and the provision of
staffing services will no longer be necessary in order to meet the definition.

e “Home infusion therapy provider” is redefined to pertain to “a person or an entity,” as
opposed to “an organization” that meets the definition’s criteria.

e “Nurse registry” is redefined to include an “entity” that meets the definition of the term, as
opposed to only a person who does so.

e “Home health services” is redefined to conform to elimination of the term “organization” in
other definitions, and the definition of “organization” itself is eliminated since that term
becomes obsolete under the bill for this section of statute.

Currently, an individual could employ health care personnel for the provision of home health
services without having to obtain a license. Under the bill, such an individual must obtain a
license. Section 400.471(5), F.S., requires an applicant or licensee for home health agency
licensure to pay a fee for each submitted application. The fee must be established by the AHCA
in rule at an amount sufficient to cover the AHCA’s costs in carrying out its responsibilities, not



BILL: CS/SB 1726 Page 5

to exceed $2,000 per biennium. Under this statutory authority in current law, the AHCA is
imposing a $1,705 fee for initial licensure, change of ownership, or licensure renewal.®

Section 7 amends s. 400.464, F.S., to make conforming changes and to make exemptions from
licensure as a home health agency for a person or entity that provides skilled care by health care
professionals licensed solely under part | of ch. 464, F.S., (nursing); part I, part 11, or part \V of
ch. 468, F.S., (speech therapy, occupational therapy, or respiratory therapy); or ch. 486, F.S.,
(physical therapy). Skilled care services are currently defined in s. 400.462(29), F.S. This
exemption currently indirectly exists within the definition of “organization” that is being stricken
in Section 6 of the bill.

Section 8 amends s. 400.471(2)(g), F.S., to require applicants for change of ownership or license
renewal to provide proof of accreditation and a survey demonstrating compliance with the
applicable licensure requirements prior to licensure for the addition of skilled services.

Sections 9-11 amend ss. 400.492, 400.506, and 400.509, F.S., to conform provisions to changes
made to the definitions section for part 111 of ch. 400, F.S., in Section 6 of the bill.

AHCA Reporting Requirements

Section 13 amends s. 400.60501, F.S., to delete a requirement that the AHCA develop an annual
report that analyzes and evaluates the information collected under the Health Care Clinic Act. It
also removes an obsolete date. Hospice outcome and quality information is currently published
on FloridaHealthFinder.gov.

Section 19 amends s. 408.0611, F.S., to require the AHCA to report on its website information
on the implementation of electronic prescribing rather than issuing an annual report to the
Governor and the Legislature. The AHCA already updates this information quarterly on the
ePrescribing dashboard of its website.®

Section 20 amends s. 408.062, F.S., to require the AHCA to report on its website information
relating to the use of hospital emergency department services by patient acuity level and on
health care quality measures rather than issuing an annual status report to the Governor and the
Legislature. Most information that is required to be in the report is available on
FloridaHealthFinder.gov.

Section 21 amends s. 408.063, F.S., to remove the requirement that the AHCA publish an annual
comprehensive report of state health expenditures. This report currently identifies the
contribution of health care dollars made by all payors and the dollars expended by the type of
health care service. The AHCA indicates that this report has little value because of a three-year
delay in reporting information.’

5 59A-8.003, F.A.C.

& Agency for Health Care Administration, ePrescribing Clearinghouse
https://ahca.myflorida.com/SCHS/ePrescribing/metrics.shtml (last visited Jan. 24, 2020).

" Agency for Health Care Administration, Senate Bill 1726 Agency Analysis (on file with the Senate Committee on Health
Policy).
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Section 32 amends s. 408.909, F.S., to delete a provision requiring the AHCA to evaluate and
provide an annual assessment to the Governor and the Legislature relating to the Health Flex
Plan. The Health Flex Plan program was a pilot program established to benefit low-income
families who were not eligible for public assistance programs and not covered by private
insurance.® There were initially only three plans in limited service areas available for consumers.
There is currently only one remaining Health Flex Plan with fewer than 300 members.®

Section 33 amends s. 408.9091, F.S., to remove the requirement that the AHCA and the Office
of Insurance Regulation of the Financial Services Commission jointly submit an annual report to
the Governor and the Legislature relating to the implementation of the Cover Florida Health Care
Access Program. There are currently no plans participating in the Cover Florida Health Care
Access Program.® The last participating health plan terminated its Cover Florida policies in
January of 2015.1

Section 37 amends s. 409.913, F.S., to move the Medicaid Program Integrity Annual Report due
date from January 1, which is a national holiday, to January 15. Other changes made to this
section of statute are discussed below.

Section 40 amends s. 429.19(9), F.S., to remove the requirement that the AHCA develop and
disseminate a list of all assisted living facilities sanctioned or fined for violations of state
standards, the number and class of violations involved, the penalties imposed, and the current
status of cases. The AHCA is required by s. 429.55(2), F.S., to create an accessible website
containing this information and has done so with FloridaHealthFinder.gov.1?

Health Care Clinics

Section 14 amends s. 400.9905, F.S., to provide exemptions from health care clinic licensure for
Medicaid providers, for certain federally certified-providers, for entities under common
ownership by a mutual insurance holding company, and for certain entities that are owned by an
entity that is a behavioral health service provider.

There are currently over 14 exemptions listed in the health care clinic licensure laws.*® Most of
these exemptions are made for health care providers that are already licensed and regulated by
the AHCA, an establishment or profession regulated by the Department of Health, a provider that
is federally certified, a non-profit entity, or an entity with substantial financial commitment.

Comprehensive outpatient rehabilitation facilities (42 C.F.R. part 485, subpart B), outpatient
physical therapy and speech-language pathology providers (42 C.F.R. part 485, subpart H), end
stage renal diseases (42 C.F.R. part 494), and clinical laboratories are all federally certified
providers that are regulated by the AHCA. These providers qualify for an exemption from health
care clinic licensure.

81d.
°1d.

104.
1.
2.
13 14d.



BILL: CS/SB 1726 Page 7

Changes made in this section of the bill provide exemptions for other federally certified
providers that are regulated by the AHCA, including community mental health center-partial
hospitalization programs (42 C.F.R. part 485, subpart J), portable X-ray providers (42 C.F.R.
part 486, subpart C) and rural health care clinics (42 C.F.R. part 491, subpart A).

The Implementing Bill accompanying the 2019 General Appropriations Act created two
additional exemptions from clinic licensure for entities owned by an insurance holding company
with over $1 billion in annual sales and entities owned by a behavioral health provider in at least
five states with $90 million in annual revenues from behavioral health.** These exemptions are in
effect until June 30, 2020.%° Language in this section of CS/SB 1726 provides that those two
exemptions will be permanent.

Providers that meet the definition of health care clinic who do not qualify for an exemption must
obtain a license, and providers that participate in Medicaid must meet all requirements in
applicable state laws. Medicaid recently initiated rule-making to add licensure as a health care
clinic when required by law to be a pre-requisite to enrollment as a Medicaid provider. Over
20,000 providers have been identified as possibly requiring a health care clinic license to remain
in Medicaid, though some will likely meet an exemption.'® An estimated 13,000 may require
licensure to meet Medicaid requirements by December 2020.1” The AHCA asked for 13
positions to support this workload through a legislative budget request.8

Section 15 amends s. 400.991(3)(c), F.S., to remove the option for a health care clinic to file a
surety bond of at least $500,000 as an alternative to submitting proof of financial ability to
operate with its application for initial licensure or a change in ownership. No health care clinics
have submitted the surety bond in lieu of proof of financial ability to operate.®

Section 16 amends s. 400.9935(1)(i), F.S., to authorize a health care clinic’s schedule of charges
to group services by price level. This section of the bill revises the requirement that the schedule
must be posted in the reception area of the urgent care center of a clinic to only the reception
area of a clinic that meets the definition of an “urgent care center” as defined in

s. 395.002(29)(b), F.S.

Deleting a Reference to a Specific Data Collection Rule

Section 18 amends s. 408.061, F.S., to remove a reference to a repealed Rule 59E-7.012, F.A.C.
Rules 59E-7.011-7.020, F.A.C., were repealed and replaced with Rules 59E-7.021-7.030, F.A.C.

14 Chapter No. 2019-116, s. 38, Laws of Fla.

15d.

16 Agency for Health Care Administration, Senate Bill 1726 Agency Analysis (on file with the Senate Committee on Health
Policy).

7d.

8 1d.

4.
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Low-Risk Providers and Licensure Inspections

Section 23 amends s. 408.803, F.S., to define the term “low-risk provider” as nurse registries,
home medical equipment providers, and health care clinics. The AHCA has determined these
specific provider types to be low-risk with infrequently cited deficiencies.?® This section of the
bill also conforms a provision to changes made in Section 42 of the bill.

Section 24 amends s. 408.806, F.S., to exempt low-risk providers from an initial licensure
inspection as required under s. 408.811, F.S.

Section 27 amends s. 408.811, F.S., to authorize the AHCA to exempt a low-risk provider from
licensure inspections if the provider or controlling interest has an excellent regulatory history
with regard to deficiencies, sanctions, complains, and other regulatory actions, as defined by the
AHCA in rule. Under the bill, the AHCA is required to conduct unannounced licensure
inspections for at least 10 percent of exempt low-risk providers.

The bill also authorizes the AHCA to adopt rules to waive routine inspections and inspections for
relicensure or to allow for an extended period between relicensure inspections for specific
providers based upon:

e A favorable regulatory history with regard to deficiencies, sanctions, complaints, and other
regulatory measures.

Outcome measures that demonstrate quality performance.

Successful participation in a recognized quality assurance program.

Accreditation status.

Other measures reflective of quality and safety.

The length of time between inspections.

With these changes, a provider will not necessarily have to meet any specific statutory
requirement for the AHCA to waive the routine inspection. The AHCA’s rules must base the
decision to grant a waiver upon one or all of the factors listed above.

As it does with low-risk providers, the bill also requires the AHCA to conduct unannounced
licensure inspections for at least 10 percent of providers that qualify for a waiver or extended
period between licensure inspections.

Provisional Licenses for Health Care Facilities

Section 408.808(2), F.S., currently authorizes the AHCA to issue a provisional license for health
care providers regulated under ch. 408, F.S., to a provider applying for a change of ownership or
to a provider that is in litigation with the AHCA regarding the denial or revocation of its license.

Section 429.11(6), F.S., currently authorizes the AHCA to issue a provisional license for an
assisted living facility when the provider is making an initial application for licensure.

21d.
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Section 25 amends s. 408.808(2), F.S., to authorize the AHCA to issue a provisional license to
an applicant for initial licensure as a health care provider under ch. 408, F.S., in addition to
applicants for a change of ownership.

Section 39 amends s. 429.11(6), F.S., to remove provisions authorizing the AHCA to issue a
provisional license to an assisted living facility because the AHCA would be authorized to issue
a provisional licensed to an assisted living facility through the bill’s changes to s. 408.808, F.S.

Background Screening Requirements for Health Care Providers and Employees

Seven state agencies participate in the Care Providers Background Screening Clearinghouse
authorized in ch. 435, F.S. Section 26 amends s. 408.809(2), F.S., to remove an obsolete
provision relating to agencies that were once in the process of joining the Clearinghouse. All
seven agencies are now fully implemented in the Clearinghouse.

Section 26 also amends s. 408.809(5), F.S., to remove an expired provision that allowed for an
employee who becomes disqualified from employment because of legislation that created a new
disqualifying offense, to continue to work pending the employee’s request for an exemption from
disqualification. That authority expired in 2014.

Section 36 amends s. 409.907, F.S., to revise background screening requirements for Medicaid
providers. This section of the bill requires a new level 2 background screening to be conducted
through the AHCA for certain persons who render services to Medicaid recipients, who have
direct access to Medicaid recipients, recipient living areas, or the financial, medical or service
records of a Medicaid recipient, or who supervises the delivery of goods or services to a
Medicaid recipient. This change aligns the background screening requirements of this chapter
with those for licensees in ch. 408, F.S.

Comprehensive Emergency Management Plans

Different provider types are subject to different comprehensive emergency management plan
requirements in their authorizing statutes. Assisted living facilities are required to get plan
approval by local emergency management officials before they may be licensed. The AHCA
indicates that some local jurisdictions refuse to review a plan until the provider is licensed.?* This
makes it impossible for providers within those jurisdictions to become lawfully licensed.

Section 29 amends s. 408.821, F.S., to require providers that are required by authorizing statutes

and AHCA rule to have a comprehensive emergency management plan to:

e Submit the plan to the local emergency management agency, county health department, or
Department of Health within 30 days after initial licensure and change of ownership, and
notify the AHCA within 30 days after submission of the plan.

e Submit the plan to the local emergency management agency, county health department, or
Department of Health annually and within 30 days after any significant modification, as
defined by AHCA rule, to a previously approved plan.

2d.
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e Respond to the local emergency management agency, county health department, or
Department of Health with necessary plan revisions within 30 days after notification that
plan revisions are required.

e Notify the AHCA within 30 days after approval of its plan by the local emergency
management agency, county health department, or Department of Health.

These changes establish consistent timeframes for the submission and review of comprehensive
emergency management plans among provider types. This change allows for the licensure of a
facility before its comprehensive emergency management plan is approved.

The Medicaid Program’s Retrospective Review of Hospital Inpatient Admissions

The AHCA performs routine pre- and post-payment claim reviews to determine the
appropriateness of Medicaid provider reimbursement.??

Section 34 amends s. 409.905(5), F.S., to clarify that a specific provision in paragraph (a) of that
subsection may not be construed to prevent the AHCA from conducting retrospective reviews in
its efforts to combat Medicaid fraud and abuse and to recoup overpayments in the Medicaid
Program.

The provision of current law that the bill seeks to clarify was enacted under ch. 2001-104, L.O.F.
Before the enactment of that law, the AHCA had statutory authority to prior authorize inpatient
hospital admissions for Medicaid patients with psychiatric and substance abuse diagnoses.
However, there was no specific authority for the AHCA to prior authorize inpatient hospital
admissions for any other diagnoses.?®

In lieu of prior authorization of inpatient hospital admissions for general acute care Medicaid
services, the Medicaid Program was under contract in 2001 with a peer review organization for
retrospective review of such admissions. If those retrospective reviews encountered inpatient
admissions that should have been denied or inpatient services that were provided outside of
medical necessity, the AHCA would require the hospital to repay the Medicaid program for the
associated costs.?*

Under ch. 2001-104, L.O.F., the Legislature amended s. 409.905(5)(a), F.S., to give the
Medicaid Program authority to prior authorize nonemergency hospital inpatient admissions for
individuals 21 years of age or older. The statute was also amended to allow Medicaid to require
authorization of emergency and urgent-care admissions within 24 hours after Medicaid patients
were admitted under such conditions.

Along with this new authority, the statute was further amended in 2001, in the same paragraph,
to require the AHCA, upon implementing the prior authorization program for hospital inpatient
services, to discontinue the Medicaid Program’s hospital retrospective review efforts.

2.

23 See Chapter 2001-104, L.O.F., available at http:/laws.flrules.org/files/Ch_2001-104.pdf (last visited Jan. 30, 2020).

24 Senate Committee on Health Care, Senate Staff Analysis and Economic Impact Statement for CS/SB 792 (April 5, 2001),
available at http://www.flsenate.gov/Session/Bill/2001/792/Analyses/20010792SHC _2001s0792.hc.pdf (last visited Jan. 30,
2020).
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CS/SB 1726 specifically addresses this latter provision of the 2001 law to clarify that the
required discontinuation of the Medicaid Program’s preexisting retrospective review program,
which was being conducted in 2001 in lieu of prior authorization, may not be construed to
prevent the AHCA’s Office of Medicaid Program Integrity (MP1)? from conducting
retrospective reviews under s. 409.913, F.S.

The Office of Medicaid Program Integrity

Section 409.913, F.S., is entitled, “Oversight of the integrity of the Medicaid program.” This

section of statute requires the AHCA to:

e Operate a program to oversee the activities of Florida Medicaid recipients, and providers and
their representatives, to ensure that fraudulent and abusive behavior and neglect of recipients
occur to the minimum extent possible, and to recover overpayments and impose sanctions as
appropriate;

e Conduct, or cause to be conducted by contract or otherwise, reviews, investigations,
analyses, audits, or any combination thereof, to determine possible fraud, abuse,
overpayment, or recipient neglect in the Medicaid program and shall report the findings of
any overpayments in audit reports as appropriate; and

e Conduct reviews of provider exceptions to peer group norms and shall, using statistical
methodologies, provider profiling, and analysis of billing patterns, detect and investigate
abnormal or unusual increases in billing or payment of claims for Medicaid services and
medically unnecessary provision of services.

Section 409.913, F.S., further provides that a Medicaid provider is subject to having goods and
services that are paid for by the Medicaid program reviewed by an appropriate peer-review
organization designated by the AHCA. The written findings of the applicable peer-review
organization are admissible in any court or administrative proceeding as evidence of medical
necessity or the lack of medical necessity.

MPI and the Medicaid Fraud Control Unit of the Department of Legal Affairs must submit a
joint report to the Legislature each January, documenting the results of their work to control
Medicaid fraud and abuse and to recover Medicaid overpayments during the previous fiscal year.
The report for State Fiscal Year 2018-2019 indicates that overpayments of approximately $32.7
million were identified in that fiscal year, with approximately $13.4 million in accounts-
receivable collections and reversals. MP1 also prevented approximately $385.2 million in
overpayments from occurring during the fiscal year, according to the 2018-2019 report.?

The bill clarifies that the Legislature’s direction to the AHCA in 2001 to discontinue the
Medicaid Program’s hospital retrospective review efforts upon implementing its newly-granted
authority to prior authorize Medicaid hospital inpatient admissions, may not be construed to

% See the Office of Medicaid Program Integrity’s web page at https://ahca.myflorida.com/MCHQ/MPI/ (last visited Jan. 30,
2020).

% The Agency for Health Care Administration and the Department of Legal Affairs, Florida’s Efforts to Control Medicaid
Fraud & Abuse: Fiscal Year 2018-2019 (December 30, 2019) available at
https://ahca.myflorida.com/MCHQ/MPI/docs/FraudReports/FraudReport2018-19.pdf (last visited Jan. 30, 2020).
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prevent MPI from conducting retrospective reviews under s. 409.913, F.S. This provision of the
bill takes effect upon becoming law.?’

Section 35 provides that it is the intent of the Legislature that the amendment to s. 409.905(5)(a),
F.S., in Section 34 of the bill, is intended to confirm and clarify existing law.

Legal Fees in Medicaid Program Integrity Cases

Section 37 amends s. 409.913, F.S., to authorize the AHCA to recover legal fees in Medicaid
Program Integrity and licensure cases. The AHCA has indicated that it spends significant funds
defending Medicaid overpayment cases. The Division of Administrative Hearings (DOAH) ruled
that s. 409.913(23)(a), F.S., does not authorize the AHCA to recover full legal fees on Medicaid
Program Integrity legal cases.?® The specific ruling came in DOAH case number 18-5986F
involving Covenant Hospice.?® The case had an overpayment of $637,973.10 and sanction of
$127,594.62, and the AHCA was seeking fees and costs in the amount of $330,186.14 as of
February 7, 2019.%° The AHCA has the ability to collect the “costs” amount of the $330,186.14
but not the “fees” amount.>*

Multiphasic Health Testing Centers

Multiphasic health testing centers, regulated under part | of ch. 483, F.S., are facilities where, in
addition to taking specimens from the human body for delivery to registered clinical laboratories
for analysis, certain measurements such as height and weight determinations, blood pressure
determinations, limited audio and visual tests, and electrocardiograms are also made. These
additional services are not required to be provided by licensed personnel but can be provided by
a medical assistant that is certified or registered through a national organization. These clinics
would also fall under the definition of a health care clinic in part X of ch. 400, F.S., but are
exempt since they are already regulated by the AHCA.

Section 44 repeals part | of ch. 483, F.S., relating to multiphasic health testing centers, which
thereby repeals the requirements for and the licensing of multiphasic health testing centers as a
provider type. Current multiphasic health testing centers would need to become licensed as
health care clinics, in accordance with part X of ch. 400, F.S., unless they otherwise qualify for
an exemption from health care clinic licensure.

As of January 21, 2020, there were 187 multiphasic health testing centers licensed in Florida. Of
these, 69 were owned and operated by Laboratory Corporation of America and 111 were owned

27 In February 2019, Florida's First District Court of Appeal construed the discontinuation provision in s. 409.905(5)(a), F.S.,
to mean that the AHCA is “barred from conducting a retrospective review of prior authorization claims” under s. 409.913,
F.S., or any other existing statutory authority. See Lee Memorial Health System Gulf Coast Medical Center v. State of
Florida, Agency for Health Care Administration, 272 So0.3d 431 (Fla. 1st DCA 2019). The AHCA reports that, under this
ruling: (1) The AHCA is at risk of being required to repay overpayments that have already been recouped by MPI from
hospitals, and (2) MPI is prohibited from conducting any hospital retrospective audits, except those relating to suspected
fraud or abuse.

28 Agency for Health Care Administration v. Covenant Hospice, Inc., Case No.18-5986F (Fla. DOAH 2018).
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and operated by Quest Diagnostics, including one out-of-state center.®? Both Laboratory
Corporation of America and Quest Diagnostics also own and operate several clinical laboratories
throughout the state that are regulated under the federal Clinical Laboratory Improvement
Amendments (CLIA). The remaining seven multiphasic health testing centers are owned by
Professional Health Examiners, Inc.3* Services are provided by licensed personnel under the
direction of a medical director, and the company does not bill insurance and thus would also be
exempt from health care clinic licensure as would those centers owned and operated by clinical
laboratories regulated under the federal CLIA.%®

Under current law, the AHCA assesses multiphasic health testing centers with a biennial
licensure fee of $652.64 and a biennial health care assessment fee of $300 on multiphasic health
testing centers. The AHCA collects an estimated $89,071.84 annually ($178,143.68 biennially)
from 187 multiphasic health testing centers, roughly half of which renew each year.>

Since 2011, there have been six fine cases imposed against multiphasic health testing centers.®’
In this timeframe, only 10 complaints were received with none substantiated while 195
deficiencies have been cited since 2011.%

Sections 17, 22, 28, 30, and 31 amend ss. 408.033, 408.802, s. 408.820, 408.831, and 408.832,
F.S., to delete references to multiphasic health testing centers or chapter 483, to conform to
changes made by Section 42 of the bill, which repeals part | of ch. 483, F.S., relating to
multiphasic health testing centers.

Managed Care Plan Contracts

Section 38 amends s. 409.967, F.S. to require the AHCA to establish a 6-year, rather than a 5-
year, contract with each managed care plan selected through the procurement process. It also
requires the AHCA to extend the term of contracts awarded to managed care plans pursuant to
the invitation to negotiate published in July 2017, through December 31, 2024, effectively
extending the duration of those contracts by one year.

Cross-references

Sections 45-50 amend ss. 20.43, 381.0034, 456.001, 456.057, 456.076, and 456.47, F.S., to
conform cross-references to changes made by the bill.

Effective Date

Section 51 provides that except as otherwise expressly provided in the bill and except for this
section, which will take effect upon the bill becoming a law, the bill will take effect July 1, 2020.

32 Agency for Health Care Administration, Senate Bill 1726 Agency Analysis (on file with the Senate Committee on Health
Policy).
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V. Constitutional Issues:

A.

Municipality/County Mandates Restrictions:
None.

Public Records/Open Meetings Issues:
None.

Trust Funds Restrictions:

None.

State Tax or Fee Increases:

Article VII, section 19, of the State Constitution requires that a new state tax or fee, as
well as an increased state tax or fee, be approved by two-thirds of the membership of
each house of the Legislature and be contained in a separate bill that contains no other
subject. Article VI, section 19(d)(1), of the State Constitution defines “fee” to mean “any
charge or payment required by law, including any fee for service, fee or cost for licenses,
and charge for service.”

Currently, an individual could employ health care personnel for the provision of home
health services without having to obtain a license. Section 6 of the bill amends

s. 400.462, F.S., to require such an individual to obtain a home health agency license by
paying the licensure fee required in s. 400.471(5), F.S. This fee is an existing statutory
fee that is not being increased; however, the bill expands the scope of licensure of a home
health agency which expands the application of the licensure fee.

It is unclear if Article VII, section 19, applies to this bill. As such, the State Constitution
may require that the fees be passed in a separate bill by a two-thirds vote of the
membership of each house of the Legislature.

Other Constitutional Issues:

None.

V. Fiscal Impact Statement:

A.

Tax/Fee Issues:
None.
Private Sector Impact:

By excluding additional providers from health care clinic licensure, those providers will
not be required to pay the $2,000 biennial clinic licensure fee.
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Multiphasic health testing centers would no longer have to pay licensure fees to be
licensed as a multiphasic health testing center, although some of these centers will need
to pay licensure fees to become licensed as a heath care clinic.

Nursing home facilities that are cited for certain deficiencies and require additional
inspections would only be required to pay a $3,000 fine for an additional inspection
rather than the $6,000 fine for two additional inspections as under current law.

C. Government Sector Impact:

Under CS/SB 1726:

e Exempting Medicaid providers from health care clinic law will result in a cost
avoidance. The exemptions created in the bill would eliminate the need for the 13
employees requested by the AHCA in its legislative budget request to process health
care clinic licensure applications.*

e The AHCA will be able to recover legal fees in Medicaid Program Integrity and
licensure cases. The AHCA would likely experience a positive fiscal impact from
this, although the amount of legal fees arising from future litigation is indeterminate.

e A loss of $89,071.84 per year will occur in licensure fees from the repeal of
multiphasic health testing center licensure.*°

The AHCA will experience a reduction in workload from removing requirements that the
AHCA submit various reports to the Governor and the Legislature.

VI. Technical Deficiencies:

Section 27 of the bill amends s. 408.811, F.S., to authorize the AHCA to adopt rules to waive
routine inspections and inspections for relicensure or to allow for an extended period between
relicensure inspections for specific providers based upon a list of factors. It is unclear as to
whether one or all of the listed factors are intended to be included in the decision to grant a
waiver under the bill.

The bill’s amendment to s. 409.905(5)(a), F.S., in Section 34 of the bill, takes effect upon
becoming a law. Section 35 of the bill provides legislative intent for the changes made in

Section 34; however, Section 35 will not take effect until July 1, 2020. Sections 34 and 35 should
take effect at the same time.

VII. Related Issues:
None.
VIII. Statutes Affected:

This bill substantially amends the following sections of the Florida Statutes: 20.43, 381.0034,
383.327, 395.003, 395.7016, 400.19, 400.462, 400.464, 400.471, 400.492, 400.506, 400.509,

¥1d.
1d.
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400.605, 400.60501, 400.9905, 400.991, 400.9935, 408.033, 408.061, 408.0611, 408.062,
408.063, 408.802, 408.803, 408.806, 408.808, 408.809, 408.811, 408.820, 408.821, 408.831,
408.832, 408.909, 408.9091, 409.905, 409.907, 409.913, 429.11, 429.19, 429.35, 429.905,
429.929, 456.001, 456.057, 456.076, and 456.47.

This bill repeals section 395.7015 and part | of chapter 483 of the Florida Statutes

Additional Information:

A.

Committee Substitute — Statement of Substantial Changes:
(Summarizing differences between the Committee Substitute and the prior version of the bill.)

CS by Health Policy on January 28, 2020:
The CS:

Changes a reference from chapter 624 to chapter 627 to revise and make permanent
an exemption from health care clinic licensure for entities owned by an insurance
holding company with over $1 billion in annual sales.

Clarifies that the Legislature’s 2001 direction to the AHCA under s. 409.905(5)(a),
F.S., to discontinue the Medicaid Program’s hospital retrospective review program
upon implementing its new authority (also granted in 2001) to prior authorize
Medicaid hospital inpatient admissions, may not be construed to prevent MPI from
conducting retrospective reviews under s. 409.913, F.S. This provision of the bill
takes effect upon becoming law.

Provides that it is the intent of the Legislature that the bill’s amendment to

s. 409.905(5)(a), F.S., is intended to confirm and clarify existing law

Requires the AHCA to establish a six-year, rather than a five-year, contract with each
managed care plan selected through the procurement process. Requires the AHCA to
extend the term of contracts awarded to managed care plans pursuant to the invitation
to negotiate published in July 2017, through December 31, 2024.

Changes the effective date of the bill to allow for certain sections to take effect upon
becoming a law as expressly provided. Unless expressly provided, the bill takes effect
on July 1, 2020.

Amendments:

None.

This Senate Bill Analysis does not reflect the intent or official position of the bill’s introducer or the Florida Senate.
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A bill to be entitled
An act relating to the Agency for Health Care
Administration; amending s. 383.327, F.S.; requiring
birth centers to report certain deaths and stillbirths
to the agency; removing a requirement that a certain
report be submitted annually to the agency;
authorizing the agency to prescribe by rule the
frequency at which such report is submitted; amending
s. 395.003, F.S.; removing a requirement that
specified information be listed on licenses for
certain facilities; repealing s. 395.7015, F.S.,
relating to an annual assessment on health care
entities; amending s. 395.7016, F.S.; conforming a
provision to changes made by the act; amending s.
400.19, F.S.; revising provisions requiring the agency
to conduct licensure inspections of nursing homes;
requiring the agency to conduct additional licensure
surveys under certain circumstances; requiring the
agency to assess a specified fine for such surveys;
amending s. 400.462, F.S.; revising definitions;
amending s. 400.464, F.S.; revising licensure
requirements for home health agencies; amending s.
400.471, F.S.; revising provisions related to certain
application requirements for home health agencies;
amending s. 400.492, F.S.; revising provisions related
to services provided by home health agencies during an
emergency; amending s. 400.506, F.S.; revising
provisions related to licensure requirements for nurse

registries; amending s. 400.509, F.S.; revising
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provisions related to the registration of certain
service providers; amending s. 400.605, F.S.; removing
a requirement that the agency conduct specified
inspections of certain licensees; amending s.
400.60501, F.S.; deleting an obsolete date; removing a
requirement that the agency develop a specified annual
report; amending s. 400.9905, F.S.; revising the
definition of the term “clinic”; amending s. 400.991,
F.S.; removing the option for health care clinics to
file a surety bond under certain circumstances;
amending s. 400.9935, F.S.; removing a requirement
that certain directors conduct specified reviews;
requiring certain clinics to publish and post a
schedule of charges; amending s. 408.033, F.S.;
conforming a provision to changes made by the act;
amending s. 408.061, F.S.; revising provisions
requiring health care facilities to submit specified
data to the agency; amending s. 408.0611, F.S.;
removing the requirement that the agency annually
report to the Governor and the Legislature by a
specified date on the progress of implementation of
electronic prescribing; amending s. 408.062, F.S.;
removing requirements that the agency annually report
specified information to the Governor and Legislature
by a specified date and, instead, requiring the agency
to annually publish such information on its website;
amending s. 408.063, F.S.; removing a requirement that
the agency publish certain annual reports; amending s.

408.803, F.S.; conforming a definition to changes made
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by the act; defining the term “low-risk provider”;
amending ss. 408.802, 408.820, 408.831, and 408.832,
F.S.; conforming provisions to changes made by the
act; amending s. 408.806, F.S.; exempting certain
providers from a specified inspection; amending s.
408.808, F.S.; authorizing the issuance of a
provisional license to certain applicants; amending
ss. 408.809 and 409.907, F.S.; revising background
screening requirements for certain licensees and
providers; amending s. 408.811, F.S.; authorizing the
agency to grant certain providers an exemption from a
specified inspection under certain circumstances;
authorizing the agency to adopt rules to grant waivers
of certain inspections and extended inspection periods
under certain circumstances; amending s. 408.821,
F.S.; revising provisions requiring licensees to have
a specified plan; providing requirements for the
submission of such plan; amending s. 408.909, F.S.;
removing a requirement that the agency and Office of
Insurance Regulation evaluate a specified program;
amending s. 408.9091, F.S.; requiring the agency and
office to each, instead of jointly, submit a specified
annual report to the Governor and Legislature;
amending s. 409.905, F.S.; deleting the requirement
that the agency discontinue its hospital retrospective
review program under certain circumstances; amending
s. 409.913, F.S.; revising the due date for a certain
annual report; deleting the requirement that certain

agencies submit their annual reports jointly; amending
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88 s. 429.11, F.S.; removing an authorization for the

89 issuance of a provisional license to certain

90 facilities; amending s. 429.19, F.S.; removing

91 requirements that the agency develop and disseminate a
92 specified list and the Department of Children and

93 Families disseminate such list to certain providers;
94 amending ss. 429.35, 429.905, and 429.929, F.S.;

95 revising provisions requiring a biennial inspection

96 cycle for specified facilities and centers,

97 respectively; repealing part I of ch. 483, F.S.,

98 relating to the Florida Multiphasic Health Testing

99 Center Law; redesignating parts II and III of ch. 483,
100 F.S., as parts I and II, respectively; amending ss.
101 20.43, 381.0034, 456.001, 456.057, 456.076, and
102 456.47, F.S.; conforming cross-references; providing
103 an effective date.

104
105| Be It Enacted by the Legislature of the State of Florida:
106

107 Section 1. Subsections (2) and (4) of section 383.327,
108 Florida Statutes, are amended to read:

109 383.327 Birth and death records; reports.—

110 (2) Each maternal death, newborn death, and stillbirth

111 shall be reported immediately to the medical examiner and the
112 agency.
113 (4) A report shall be submitted ammwatty to the agency. The

114 contents of the report and the frequency with which it is

115 submitted shall be prescribed by rule of the agency.
1106 Section 2. Subsection (4) of section 395.003, Florida
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Statutes, is amended to read:

395.003 Licensure; denial, suspension, and revocation.—

(4) The agency shall issue a license that whieh specifies
the service categories and the number of hospital beds in each
bed category for which a license is received. Such information

shall be listed on the face of the license. Al beds—which are

et ocoszar Stz o~ o]
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speeifiedas—generat—beds+ A licensed facility shall not operate
a number of hospital beds greater than the number indicated by
the agency on the face of the license without approval from the
agency under conditions established by rule.
Section 3. Section 395.7015, Florida Statutes, is repealed.
Section 4. Section 395.7016, Florida Statutes, i1s amended

to read:

395.7016 Annual appropriation.—The Legislature shall
appropriate each fiscal year from either the General Revenue
Fund or the Agency for Health Care Administration Tobacco

Settlement Trust Fund an amount sufficient to replace the funds
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aaed the reduction by chapter 2000-256, Laws of Florida, in the

assessment on hospitals under s. 395.701+ and to maintain
federal approval of the reduced amount of funds deposited into
the Public Medical Assistance Trust Fund under s. 395.701+ as
state match for the state’s Medicaid program.

Section 5. Subsection (3) of section 400.19, Florida
Statutes, is amended to read:

400.19 Right of entry and inspection.—
(3) The agency shall conduct periodic, every—35—menths
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inspeetion to determine compliance by the licensee with
statutes, and with rules adopted preomulgated under £he
provisiens—ef those statutes, governing minimum standards of

construction, quality and adequacy of care, and rights of

residents. The—survey—shall be—econduectedevery—6—months—feor—Ethe

rext—2—year—perieod If the facility has been cited for a class I
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such £khis fine by the change in the Consumer Price Index, based

on the 12 months immediately preceding the increase, to cover
the cost of the additional surveys. The agency shall verify
through subsequent inspection that any deficiency identified
during inspection is corrected. However, the agency may verify
the correction of a class III or class IV deficiency unrelated
to resident rights or resident care without reinspecting the
facility if adequate written documentation has been received
from the facility, which provides assurance that the deficiency
has been corrected. The giving or causing to be given of advance

notice of such unannounced inspections by an employee of the
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agency to any unauthorized person shall constitute cause for
suspension of not fewer than 5 working days according to £he
provistens—ef chapter 110.

Section 6. Subsections (12), (14), (17), (21), and (22) of
section 400.462, Florida Statutes, are amended to read:

400.462 Definitions.—As used in this part, the term:

(12) “Home health agency” means a person or an entity am

B

aEt+ern that provides one or more home health services and
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(14
services and medical supplies furnished by —ean—erganization to an
individual in the individual’s home or place of residence. The

) “Home health services” means health and medical

term includes erganizations—thatprovide—one—ormore—of the
following:
Nursing care.
Physical, occupational, respiratory, or speech therapy.
Home health aide services.
Dietetics and nutrition practice and nutrition
counseling.

(e) Medical supplies, restricted to drugs and biologicals
prescribed by a physician.

(17) “Home infusion therapy provider” means a person or an

entity am—erganizatien that employs, contracts with, or refers a
licensed professional who has received advanced training and
experience in intravenous infusion therapy and who administers
infusion therapy to a patient in the patient’s home or place of
residence.

(21) “Nurse registry” means any person or entity that

procures, offers, promises, or attempts to secure health-care-
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related contracts for registered nurses, licensed practical

nurses, certified nursing assistants, home health aides,

companions, or homemakers, who are compensated by fees as

independent contractors, including, but not limited to,
contracts for the provision of services to patients and
contracts to provide private duty or staffing services to health

care facilities licensed under chapter 395, this chapter, or

chapter 429 or other business entities.

i
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Section 7. Subsections (1), (4), and (5) of section
400.464, Florida Statutes, are amended to read:

400.464 Home health agencies to be licensed; expiration of
license; exemptions; unlawful acts; penalties.—

(1) The requirements of part II of chapter 408 apply to the
provision of services that require licensure pursuant to this
part and part II of chapter 408 and entities licensed or
registered by or applying for such licensure or registration
from the Agency for Health Care Administration pursuant to this
part. A license issued by the agency is required in order to

operate a home health agency in this state. A license issued on
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or after July 1, 2018, must specify the home health services the

whether such specified services are considered skilled care. The
provision or advertising of services that require licensure
pursuant to this part without such services being specified on
the face of the license issued on or after July 1, 2018,

constitutes unlicensed activity as prohibited under s. 408.812.

(4) (a) A licensee An—eorganizatien that offers or advertises

to the public any service for which licensure or registration is
required under this part must include in the advertisement the

license number or registration number issued to the licensee

erganizatieon by the agency. The agency shall assess a fine of
not less than $100 to any licensee or registrant who fails to
include the license or registration number when submitting the
advertisement for publication, broadcast, or printing. The fine
for a second or subsequent offense is $500. The holder of a
license issued under this part may not advertise or indicate to
the public that it holds a home health agency or nurse registry
license other than the one it has been issued.

(b) The operation or maintenance of an unlicensed home
health agency or the performance of any home health services in
violation of this part is declared a nuisance, inimical to the
public health, welfare, and safety. The agency or any state
attorney may, in addition to other remedies provided in this
part, bring an action for an injunction to restrain such
violation, or to enjoin the future operation or maintenance of
the home health agency or the provision of home health services
in violation of this part or part II of chapter 408, until

compliance with this part or the rules adopted under this part
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262 has been demonstrated to the satisfaction of the agency.

263 (c) A person or entity that whe violates paragraph (a) is

264 subject to an injunctive proceeding under s. 408.816. A

265| wviolation of paragraph (a) or s. 408.812 is a deceptive and

266| unfair trade practice and constitutes a violation of the Florida
267 Deceptive and Unfair Trade Practices Act under part II of

268 chapter 501.

269 (d) A person or entity that whe violates the—provisiens—ef

270| paragraph (a) commits a misdemeanor of the second degree,
271| punishable as provided in s. 775.082 or s. 775.083. Any person

272 or entity that whe commits a second or subsequent violation

273 commits a misdemeanor of the first degree, punishable as
274| provided in s. 775.082 or s. 775.083. Each day of continuing
275| wviolation constitutes a separate offense.

276 (e) Any person or entity that whe owns, operates, or

277 maintains an unlicensed home health agency and who, after

278 receiving notification from the agency, fails to cease operation
279| and apply for a license under this part commits a misdemeanor of
280 the second degree, punishable as provided in s. 775.082 or s.
281 775.083. Each day of continued operation is a separate offense.
282 (f) Any home health agency that fails to cease operation
283| after agency notification may be fined in accordance with s.

284| 408.812.

285 (5) The following are exempt from £he licensure as a home
286| health agency under reguirements—ef this part:
287 (a) A home health agency operated by the Federal

288 Government.

289 (b) Home health services provided by a state agency, either

290 directly or through a contractor with:
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1. The Department of Elderly Affairs.

2. The Department of Health, a community health center, or
a rural health network that furnishes home visits for the
purpose of providing environmental assessments, case management,
health education, personal care services, family planning, or
followup treatment, or for the purpose of monitoring and
tracking disease.

3. Services provided to persons with developmental
disabilities, as defined in s. 393.063.

4. Companion and sitter organizations that were registered
under s. 400.509(1) on January 1, 1999, and were authorized to
provide personal services under a developmental services
provider certificate on January 1, 1999, may continue to provide
such services to past, present, and future clients of the
organization who need such services, notwithstanding the
provisions of this act.

5. The Department of Children and Families.

(c) A health care professional, whether or not
incorporated, who is licensed under chapter 457; chapter 458;
chapter 459; part I of chapter 464; chapter 467; part I, part
III, part V, or part X of chapter 468; chapter 480; chapter 486;
chapter 490; or chapter 491; and who is acting alone within the
scope of his or her professional license to provide care to
patients in their homes.

(d) A home health aide or certified nursing assistant who
is acting in his or her individual capacity, within the
definitions and standards of his or her occupation, and who
provides hands-on care to patients in their homes.

(e) An individual who acts alone, in his or her individual
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capacity, and who is not employed by or affiliated with a
licensed home health agency or registered with a licensed nurse
registry. This exemption does not entitle an individual to
perform home health services without the required professional
license.

(f) The delivery of instructional services in home dialysis
and home dialysis supplies and equipment.

(g) The delivery of nursing home services for which the
nursing home is licensed under part II of this chapter, to serve
its residents in its facility.

(h) The delivery of assisted living facility services for
which the assisted living facility is licensed under part I of
chapter 429, to serve its residents in its facility.

(i) The delivery of hospice services for which the hospice
is licensed under part IV of this chapter, to serve hospice
patients admitted to its service.

(J) A hospital that provides services for which it is
licensed under chapter 395.

(k) The delivery of community residential services for
which the community residential home is licensed under chapter
419, to serve the residents in its facility.

(1) A not-for-profit, community-based agency that provides
early intervention services to infants and toddlers.

(m) Certified rehabilitation agencies and comprehensive
outpatient rehabilitation facilities that are certified under
Title 18 of the Social Security Act.

(n) The delivery of adult family-care home services for
which the adult family-care home is licensed under part II of

chapter 429, to serve the residents in its facility.

Page 12 of 80

CODING: Words strieken are deletions; words underlined are additions.




Florida Senate - 2020 SB 1726

4-00874E-20 20201726
349 (0) A person or entity that provides skilled care by health

350 care professionals licensed solely under part I of chapter 464;

351 part I, part III, or part V of chapter 468; or chapter 486.

352 (p) A person or entity that provides services using only

353| wvolunteers or only individuals related by blood or marriage to

354 the patient or client.

355 Section 8. Paragraph (g) of subsection (2) of section

356 400.471, Florida Statutes, i1s amended to read:

357 400.471 Application for license; fee.—

358 (2) In addition to the requirements of part II of chapter
359| 408, the initial applicant, the applicant for a change of

360 ownership, and the applicant for the addition of skilled care
361 services must file with the application satisfactory proof that
362 the home health agency is in compliance with this part and

363 applicable rules, including:

364 (g) In the case of an application for initial licensure, an
365| application for a change of ownership, or an application for the
366 addition of skilled care services, documentation of

367 accreditation, or an application for accreditation, from an

368 accrediting organization that is recognized by the agency as

369| having standards comparable to those required by this part and
370 part II of chapter 408. A home health agency that does not

371 provide skilled care is exempt from this paragraph.

372| Notwithstanding s. 408.806, the amn—3nitiat applicant must
373| provide proof of accreditation that is not conditional or
374| provisional and a survey demonstrating compliance with the
375 requirements of this part, part II of chapter 408, and

376| applicable rules from an accrediting organization that is

377 recognized by the agency as having standards comparable to those
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378 required by this part and part II of chapter 408 within 120 days
379 after the date of the agency’s receipt of the application for

380 licensure. Such accreditation must be continuously maintained by
381| the home health agency to maintain licensure. The agency shall
382 accept, in lieu of its own periodic licensure survey, the

383 submission of the survey of an accrediting organization that is
384 recognized by the agency if the accreditation of the licensed

385| home health agency is not provisional and if the licensed home

386| health agency authorizes release of, and the agency receives the

387| report of, the accrediting organization.

388 Section 9. Section 400.492, Florida Statutes, 1s amended to
389 read:
390 400.492 Provision of services during an emergency.—Each

391 home health agency shall prepare and maintain a comprehensive
392| emergency management plan that is consistent with the standards
393 adopted by national or state accreditation organizations and

394 consistent with the local special needs plan. The plan shall be
395| wupdated annually and shall provide for continuing home health
396 services during an emergency that interrupts patient care or

397 services in the patient’s home. The plan shall include the means
398| by which the home health agency will continue to provide staff
399 to perform the same type and quantity of services to their

400| patients who evacuate to special needs shelters that were being
401| provided to those patients prior to evacuation. The plan shall
402 describe how the home health agency establishes and maintains an
403 effective response to emergencies and disasters, including:

404| notifying staff when emergency response measures are initiated;

405| providing for communication between staff members, county health

406| departments, and local emergency management agencies, including
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407 a backup system; identifying resources necessary to continue

408 essential care or services or referrals to other health care

409| providers erganizatiens subject to written agreement; and

410| prioritizing and contacting patients who need continued care or
411 services.

412 (1) Each patient record for patients who are listed in the
413| registry established pursuant to s. 252.355 shall include a

414| description of how care or services will be continued in the
415 event of an emergency or disaster. The home health agency shall
416| discuss the emergency provisions with the patient and the

417| patient’s caregivers, including where and how the patient is to
418 evacuate, procedures for notifying the home health agency in the
419| event that the patient evacuates to a location other than the
420 shelter identified in the patient record, and a list of

421| medications and equipment which must either accompany the

422| patient or will be needed by the patient in the event of an

423 evacuation.

424 (2) Each home health agency shall maintain a current

425| prioritized list of patients who need continued services during
426| an emergency. The list shall indicate how services shall be

4277 continued in the event of an emergency or disaster for each

428| patient and if the patient is to be transported to a special
429| needs shelter, and shall indicate if the patient is receiving
430 skilled nursing services and the patient’s medication and

431| equipment needs. The list shall be furnished to county health
432 departments and to local emergency management agencies, upon
433 request.

434 (3) Home health agencies shall not be required to continue

435 to provide care to patients in emergency situations that are
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beyond their control and that make it impossible to provide
services, such as when roads are impassable or when patients do
not go to the location specified in their patient records. Home
health agencies may establish links to local emergency
operations centers to determine a mechanism by which to approach
specific areas within a disaster area in order for the agency to
reach its clients. Home health agencies shall demonstrate a good
faith effort to comply with the requirements of this subsection
by documenting attempts of staff to follow procedures outlined
in the home health agency’s comprehensive emergency management
plan, and by the patient’s record, which support a finding that
the provision of continuing care has been attempted for those
patients who have been identified as needing care by the home
health agency and registered under s. 252.355, in the event of
an emergency or disaster under subsection (1).

(4) Notwithstanding the provisions of s. 400.464(2) or any
other provision of law to the contrary, a home health agency may
provide services in a special needs shelter located in any
county.

Section 10. Subsection (4) and paragraph (a) of subsection
(5) of section 400.506, Florida Statutes, are amended to read:

400.506 Licensure of nurse registries; requirements;
penalties.—

(4) A licensee who persen—that provides, offers, or

advertises to the public any service for which licensure is

required under this section must include in such advertisement

the license number issued to the licensee i%£ by the Agency for

Health Care Administration. The agency shall assess a fine of

not less than $100 against any licensee who fails to include the
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license number when submitting the advertisement for
publication, broadcast, or printing. The fine for a second or
subsequent offense is $500.

(5) (&) In addition to the requirements of s. 408.812, any

person or entity that whe owns, operates, or maintains an

unlicensed nurse registry and who, after receiving notification
from the agency, fails to cease operation and apply for a
license under this part commits a misdemeanor of the second
degree, punishable as provided in s. 775.082 or s. 775.083. Each
day of continued operation is a separate offense.

Section 11. Subsections (1), (2), (4), and (5) of section
400.509, Florida Statutes, are amended to read:

400.509 Registration of particular service providers exempt
from licensure; certificate of registration; regulation of
registrants.—

(1) Any person or entity ergamizatiern that provides

companion services or homemaker services and does not provide a

home health service to a person is exempt from licensure under

this part. However, any person or entity ergamizatien that

provides companion services or homemaker services must register

with the agency. A person or an entity Amp—erganization under
contract with the Agency for Persons with Disabilities which

provides companion services only for persons with a
developmental disability, as defined in s. 393.063, is exempt
from registration.

(2) The requirements of part II of chapter 408 apply to the
provision of services that require registration or licensure
pursuant to this section and part II of chapter 408 and entities

registered by or applying for such registration from the Agency
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494 for Health Care Administration pursuant to this section. Each
495 applicant for registration and each registrant must comply with
496| all provisions of part II of chapter 408. Registration or a

497 license issued by the agency is required for a person or an

498| entity to provide theeoperationof anorganization—that prevides

499 companion services or homemaker services.
500 (4) Each registrant must obtain the employment or contract
501 history of persons who are employed by or under contract with

502| the person or entity ergamizatiern and who will have contact at

503| any time with patients or clients in their homes by:

504 (a) Requiring such persons to submit an employment or

505 contractual history to the registrant; and

506 (b) Verifying the employment or contractual history, unless
507 through diligent efforts such verification is not possible. The
508 agency shall prescribe by rule the minimum requirements for

509| establishing that diligent efforts have been made.

510
511 There is no monetary liability on the part of, and no cause of
512 action for damages arises against, a former employer of a

513| prospective employee of or prospective independent contractor
514 with a registrant who reasonably and in good faith communicates
515| his or her honest opinions about the former employee’s or

516 contractor’s job performance. This subsection does not affect
517 the official immunity of an officer or employee of a public

518 corporation.

519 (5) A person or an entity that offers or advertises to the

520| public a service for which registration is required must include

521 in its advertisement the registration number issued by the

522| Agency for Health Care Administration.
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Section 12. Subsection (3) of section 400.605, Florida
Statutes, is amended to read:

400.605 Administration; forms; fees; rules; inspections;
fines.—

(3) In accordance with s. 408.811, the agency shall conduct

noils
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such inspections and investigations as are necessary in order to

determine the state of compliance with the—provisiens—ef this

part, part II of chapter 408, and applicable rules.

Section 13. Section 400.60501, Florida Statutes, is amended
to read:

400.60501 Outcome measures; adoption of federal quality
measures; public reporting;—arngal—report.—

(1) No—Foter—than Pbeecember—31+—206+9+ The agency shall adopt

the national hospice outcome measures and survey data in 42
C.F.R. part 418 to determine the quality and effectiveness of
hospice care for hospices licensed in the state.

(2) The agency shall-+

42> make available to the public the national hospice
outcome measures and survey data in a format that is
comprehensible by a layperson and that allows a consumer to

compare such measures of one or more hospices.
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Section 14. Subsection (4) of section 400.9905, Florida

Statutes, is amended to read:
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552 400.9905 Definitions.—
553 (4) “Clinic” means an entity where health care services are

554| provided to individuals and which tenders charges for

555 reimbursement for such services, including a mobile clinic and a
556| portable equipment provider. As used in this part, the term does
557 not include and the licensure requirements of this part do not
558 apply to:

559 (a) Entities licensed or registered by the state under

560 chapter 395; entities licensed or registered by the state and
561| providing only health care services within the scope of services
562 authorized under their respective licenses under ss. 383.30-

563 383.332, chapter 390, chapter 394, chapter 397, this chapter

564 except part X, chapter 429, chapter 463, chapter 465, chapter
565 466, chapter 478, chapter 484, or chapter 651; end-stage renal
566| disease providers authorized under 42 C.F.R. part 405, subpart

567 U; providers certified and providing only health care services

568| within the scope of services authorized under their respective

569| certifications under 42 C.F.R. part 485, subpart B, e¥ subpart

5701 H, or subpart J; providers certified and providing only health

571 care services within the scope of services authorized under

572 their respective certifications under 42 C.F.R. part 486,

573 subpart C; providers certified and providing only health care

574 services within the scope of services authorized under their

575| respective certifications under 42 C.F.R. part 491, subpart A;

576| providers certified by the Centers for Medicare and Medicaid
577 services under the federal Clinical Laboratory Improvement
578| Amendments and the federal rules adopted thereunder; or any

579| entity that provides neonatal or pediatric hospital-based health

580 care services or other health care services by licensed
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581| practitioners solely within a hospital licensed under chapter
582| 395.

583 (b) Entities that own, directly or indirectly, entities

584 licensed or registered by the state pursuant to chapter 395;

585| entities that own, directly or indirectly, entities licensed or
586 registered by the state and providing only health care services
587| within the scope of services authorized pursuant to their

588 respective licenses under ss. 383.30-383.332, chapter 390,

589 chapter 394, chapter 397, this chapter except part X, chapter
590 429, chapter 463, chapter 465, chapter 466, chapter 478, chapter
591 484, or chapter 651; end-stage renal disease providers

592 authorized under 42 C.F.R. part 405, subpart U; providers

593 certified and providing only health care services within the

594 scope of services authorized under their respective

595| certifications under 42 C.F.R. part 485, subpart B, e¥ subpart

596| H, or subpart J; providers certified and providing only health

597 care services within the scope of services authorized under

598 their respective certifications under 42 C.F.R. part 486,

599 subpart C; providers certified and providing only health care

600 services within the scope of services authorized under their

601 respective certifications under 42 C.F.R. part 491, subpart A;

602| providers certified by the Centers for Medicare and Medicaid

603 services under the federal Clinical Laboratory Improvement

604 Amendments and the federal rules adopted thereunder; or any

605 entity that provides neonatal or pediatric hospital-based health
606| care services by licensed practitioners solely within a hospital
607 licensed under chapter 395.

608 (c) Entities that are owned, directly or indirectly, by an

609| entity licensed or registered by the state pursuant to chapter

Page 21 of 80
CODING: Words strieken are deletions; words underlined are additions.




Florida Senate - 2020 SB 1726

4-00874E-20 20201726
610 395; entities that are owned, directly or indirectly, by an
611 entity licensed or registered by the state and providing only
612| health care services within the scope of services authorized
613| pursuant to their respective licenses under ss. 383.30-383.332,
614 chapter 390, chapter 394, chapter 397, this chapter except part
615| X, chapter 429, chapter 463, chapter 465, chapter 466, chapter
616 478, chapter 484, or chapter 651; end-stage renal disease
617| providers authorized under 42 C.F.R. part 405, subpart U;

618| providers certified and providing only health care services

619| within the scope of services authorized under their respective

620 certifications under 42 C.F.R. part 485, subpart B, e¥ subpart

621 H, or subpart J; providers certified and providing only health

622 care services within the scope of services authorized under

623| their respective certifications under 42 C.F.R. part 486,

624 subpart C; providers certified and providing only health care

625 services within the scope of services authorized under their

626| respective certifications under 42 C.F.R. part 491, subpart A;

627| providers certified by the Centers for Medicare and Medicaid

628 services under the federal Clinical Laboratory Improvement

629| Amendments and the federal rules adopted thereunder; or any

630 entity that provides neonatal or pediatric hospital-based health
631 care services by licensed practitioners solely within a hospital
632 under chapter 395.

633 (d) Entities that are under common ownership, directly or
634 indirectly, with an entity licensed or registered by the state
635| pursuant to chapter 395; entities that are under common

636| ownership, directly or indirectly, with an entity licensed or

637 registered by the state and providing only health care services

638| within the scope of services authorized pursuant to their
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639 respective licenses under ss. 383.30-383.332, chapter 390,
640 chapter 394, chapter 397, this chapter except part X, chapter
641 429, chapter 463, chapter 465, chapter 466, chapter 478, chapter
642 484, or chapter 651; end-stage renal disease providers
643| authorized under 42 C.F.R. part 405, subpart U; providers

644 certified and providing only health care services within the

645 scope of services authorized under their respective

646 certifications under 42 C.F.R. part 485, subpart B, e¥ subpart

647| H, or subpart J; providers certified and providing only health

648 care services within the scope of services authorized under

649| their respective certifications under 42 C.F.R. part 486,

650 subpart C; providers certified and providing only health care

651 services within the scope of services authorized under their

652 respective certifications under 42 C.F.R. part 491, subpart A;

653| providers certified by the Centers for Medicare and Medicaid

654 services under the federal Clinical Laboratory Improvement

655| Amendments and the federal rules adopted thereunder; or any

656| entity that provides neonatal or pediatric hospital-based health
657 care services by licensed practitioners solely within a hospital
658 licensed under chapter 395.

659 (e) An entity that is exempt from federal taxation under 26
660 U.S.C. s. 501(c) (3) or (4), an employee stock ownership plan

661 under 26 U.S.C. s. 409 that has a board of trustees at least

662 two-thirds of which are Florida-licensed health care

663| practitioners and provides only physical therapy services under
664| physician orders, any community college or university clinic,
665 and any entity owned or operated by the federal or state

666| government, including agencies, subdivisions, or municipalities

6067 thereof.
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668 (f) A sole proprietorship, group practice, partnership, or
669 corporation that provides health care services by physicians

670| covered by s. 627.419, that is directly supervised by one or

671| more of such physicians, and that is wholly owned by one or more
672 of those physicians or by a physician and the spouse, parent,
673 child, or sibling of that physician.

674 (g) A sole proprietorship, group practice, partnership, or
675| corporation that provides health care services by licensed

676| health care practitioners under chapter 457, chapter 458,

677 chapter 459, chapter 460, chapter 461, chapter 462, chapter 463,
678 chapter 466, chapter 467, chapter 480, chapter 484, chapter 486,
679 chapter 490, chapter 491, or part I, part III, part X, part

680 XIII, or part XIV of chapter 468, or s. 464.012, and that is

681| wholly owned by one or more licensed health care practitioners,
682 or the licensed health care practitioners set forth in this

683| paragraph and the spouse, parent, child, or sibling of a

684 licensed health care practitioner if one of the owners who is a
685 licensed health care practitioner is supervising the business
686 activities and is legally responsible for the entity’s

687 compliance with all federal and state laws. However, a health
688 care practitioner may not supervise services beyond the scope of
689| the practitioner’s license, except that, for the purposes of

690 this part, a clinic owned by a licensee in s. 456.053(3) (b)

691| which provides only services authorized pursuant to s.

692 456.053(3) (b) may be supervised by a licensee specified in s.
693| 456.053(3) (b).

694 (h) Clinical facilities affiliated with an accredited

695| medical school at which training is provided for medical

696 students, residents, or fellows.
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697 (1) Entities that provide only oncology or radiation
698 therapy services by physicians licensed under chapter 458 or
699| chapter 459 or entities that provide oncology or radiation
700 therapy services by physicians licensed under chapter 458 or
701 chapter 459 which are owned by a corporation whose shares are
702 publicly traded on a recognized stock exchange.
703 (jJ) Clinical facilities affiliated with a college of
704 chiropractic accredited by the Council on Chiropractic Education
705| at which training is provided for chiropractic students.
706 (k) Entities that provide licensed practitioners to staff
707| emergency departments or to deliver anesthesia services in
708 facilities licensed under chapter 395 and that derive at least
709 90 percent of their gross annual revenues from the provision of
710 such services. Entities claiming an exemption from licensure
711| under this paragraph must provide documentation demonstrating
712 compliance.
713 (1) Orthotic, prosthetic, pediatric cardiology, or
714| perinatology clinical facilities or anesthesia clinical
715 facilities that are not otherwise exempt under paragraph (a) or
716| paragraph (k) and that are a publicly traded corporation or are
717 wholly owned, directly or indirectly, by a publicly traded
718 corporation. As used in this paragraph, a publicly traded
719| corporation is a corporation that issues securities traded on an
720| exchange registered with the United States Securities and
721| Exchange Commission as a national securities exchange.
722 (m) Entities that are owned by a corporation that has $250
723 million or more in total annual sales of health care services

724| provided by licensed health care practitioners where one or more

725 of the persons responsible for the operations of the entity is a
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726| health care practitioner who is licensed in this state and who
7277 is responsible for supervising the business activities of the
728| entity and is responsible for the entity’s compliance with state
729| law for purposes of this part.

730 (n) Entities that employ 50 or more licensed health care
731| practitioners licensed under chapter 458 or chapter 459 where
732 the billing for medical services is under a single tax

733 identification number. The application for exemption under this
734 subsection shall contain information that includes: the name,
735| residence, and business address and phone number of the entity
736 that owns the practice; a complete list of the names and contact
737 information of all the officers and directors of the

738 corporation; the name, residence address, business address, and
739| medical license number of each licensed Florida health care

740| practitioner employed by the entity; the corporate tax

741 identification number of the entity seeking an exemption; a

742 listing of health care services to be provided by the entity at
743 the health care clinics owned or operated by the entity and a
744 certified statement prepared by an independent certified public
745 accountant which states that the entity and the health care

746 clinics owned or operated by the entity have not received

747 payment for health care services under personal injury

748| protection insurance coverage for the preceding year. If the
749 agency determines that an entity which is exempt under this

750 subsection has received payments for medical services under

751| personal injury protection insurance coverage, the agency may
752| deny or revoke the exemption from licensure under this

753 subsection.

754 (0) Entities that are, directly or indirectly, under the
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common ownership of or that are subject to common control by a

mutual insurance holding company, as defined in s. 628.703, with

an entity licensed or certified under chapter 624 or chapter 641

which has $1 billion or more in total annual sales in this

state.

(p) Entities that are owned by an entity that is a

behavioral health service provider in at least 5 states other

than Florida and that, together with its affiliates, has $90

million or more in total annual revenues associliated with the

provision of behavioral health services and where one or more of

the persons responsible for the operations of the entity is a

health care practitioner who is licensed in this state and who

is responsible for supervising the business activities of the

entity and who is responsible for the entity’s compliance with

state law for purposes of this part.

(q) Medicaid providers.

Notwithstanding this subsection, an entity shall be deemed a
clinic and must be licensed under this part in order to receive
reimbursement under the Florida Motor Vehicle No-Fault Law, ss.
627.730-627.7405, unless exempted under s. 627.736(5) (h).

Section 15. Paragraph (c) of subsection (3) of section
400.991, Florida Statutes, is amended to read:

400.991 License requirements; background screenings;
prohibitions.—

(3) In addition to the requirements of part II of chapter
408, the applicant must file with the application satisfactory
proof that the clinic is in compliance with this part and

applicable rules, including:
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(c) Proof of financial ability to operate as required under
ss. 408.8065(1) and 408.810(8) s+—468-8103r+—~Asanatternative
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Section 16. Paragraph (i) of subsection (1) of section
400.9935, Florida Statutes, i1s amended to read:

400.9935 Clinic responsibilities.—

(1) Each clinic shall appoint a medical director or clinic
director who shall agree in writing to accept legal
responsibility for the following activities on behalf of the
clinic. The medical director or the clinic director shall:

(1) Ensure that the clinic publishes a schedule of charges
for the medical services offered to patients. The schedule must
include the prices charged to an uninsured person paying for
such services by cash, check, credit card, or debit card. The

schedule may group services by price levels, listing services in

each price level. The schedule must be posted in a conspicuous

place in the reception area of any clinic that is an £he urgent

care center as defined in s. 395.002(29) (b) and must include,

but is not limited to, the 50 services most frequently provided

B
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by the clinic. The—schedut
Y

}
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)

e—Jdewved- The posting may be
a sign that must be at least 15 square feet in size or through
an electronic messaging board that is at least 3 square feet in

size. The failure of a clinic, including a clinic that is an
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813 urgent care center, to publish and post a schedule of charges as

814 required by this section shall result in a fine of not more than

815 $1,000, per day, until the schedule is published and posted.

816 Section 17. Paragraph (a) of subsection (2) of section
817 408.033, Florida Statutes, is amended to read:

818 408.033 Local and state health planning.—

819 (2) FUNDING.—

820 (a) The Legislature intends that the cost of local health

821 councils be borne by assessments on selected health care

822 facilities subject to facility licensure by the Agency for

823| Health Care Administration, including abortion clinics, assisted
824 living facilities, ambulatory surgical centers, birth centers,
825 home health agencies, hospices, hospitals, intermediate care

826 facilities for the developmentally disabled, nursing homes, and
827 health care clinics, ard—muttiphasietesting—eenters and by

828 assessments on organizations subject to certification by the

829 agency pursuant to chapter 641, part III, including health

830| maintenance organizations and prepaid health clinics. Fees

831 assessed may be collected prospectively at the time of licensure
832 renewal and prorated for the licensure period.

833 Section 18. Paragraph (a) of subsection (1) of section

834 408.061, Florida Statutes, is amended to read:

835 408.061 Data collection; uniform systems of financial

836 reporting; information relating to physician charges;

837 confidential information; immunity.—

838 (1) The agency shall require the submission by health care
839 facilities, health care providers, and health insurers of data

840 necessary to carry out the agency’s duties and to facilitate

841 transparency in health care pricing data and gquality measures.
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842 Specifications for data to be collected under this section shall
843| Dbe developed by the agency and applicable contract vendors, with
844| the assistance of technical advisory panels including
845 representatives of affected entities, consumers, purchasers, and
846| such other interested parties as may be determined by the
847 agency.
848 (a) Data submitted by health care facilities, including the
849 facilities as defined in chapter 395, shall include, but are not
850 limited to,+ case-mix data, patient admission and discharge
851| data, hospital emergency department data which shall include the
852 number of patients treated in the emergency department of a
853 licensed hospital reported by patient acuity level, data on
854| hospital-acquired infections as specified by rule, data on
855 complications as specified by rule, data on readmissions as

856 specified by rule, including patient- with—patient and provider-

857 specific identifiers imelumded, actual charge data by diagnostic
858 groups or other bundled groupings as specified by rule,

859 financial data, accounting data, operating expenses, expenses
860 incurred for rendering services to patients who cannot or do not
861| pay, interest charges, depreciation expenses based on the

862 expected useful life of the property and equipment involved, and
863 demographic data. The agency shall adopt nationally recognized
864 risk adjustment methodologies or software consistent with the
865 standards of the Agency for Healthcare Research and Quality and
866 as selected by the agency for all data submitted as required by
867 this section. Data may be obtained from documents including sueh
868 &5, but not limited to,+ leases, contracts, debt instruments,
869 itemized patient statements or bills, medical record abstracts,

870 and related diagnostic information. Reperted Data elements shall
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be reported electronically in accordance with the inpatient data

reporting instructions as prescribed by agency rule 539E—F0612;

Florida—Adminitstrative—Code. Data submitted shall be certified

by the chief executive officer or an appropriate and duly
authorized representative or employee of the licensed facility
that the information submitted is true and accurate.

Section 19. Subsection (4) of section 408.0611, Florida
Statutes, i1s amended to read:

408.0611 Electronic prescribing clearinghouse.—

(4) Pursuant to s. 408.061, the agency shall monitor the
implementation of electronic prescribing by health care

practitioners, health care facilities, and pharmacies. By

Janrtary—3+—of—each—ear+ The agency shall report annually on its

website on the progress of implementation of electronic

prescribing fe—theGCeovernor—and—theFegistature. Information
reported pursuant to this subsection must shadd include federal
and private sector electronic prescribing initiatives and, to
the extent that data is readily available from organizations
that operate electronic prescribing networks, the number of
health care practitioners using electronic prescribing and the
number of prescriptions electronically transmitted.

Section 20. Paragraphs (i) and (j) of subsection (1) of
section 408.062, Florida Statutes, are amended to read:

408.062 Research, analyses, studies, and reports.—

(1) The agency shall conduct research, analyses, and
studies relating to health care costs and access to and quality
of health care services as access and quality are affected by
changes in health care costs. Such research, analyses, and

studies shall include, but not be limited to:
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(1) The use of emergency department services by patient

aculty level arnd—theimplicatieonof irnerecasing hospitatl——ecost—bvy
providingrongrgent—eare—dneomergeney—departments. The agency
shall publish annually on its website information submit—n
arrgat—repeort based on this monitoring and assessment fe—the
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(j) The making available on its Internet website, and in a
hard-copy format upon request, of patient charge, volumes,
length of stay, and performance indicators collected from health
care facilities pursuant to s. 408.061(1) (a) for specific
medical conditions, surgeries, and procedures provided in
inpatient and outpatient facilities as determined by the agency.
In making the determination of specific medical conditions,
surgeries, and procedures to include, the agency shall consider
such factors as volume, severity of the illness, urgency of
admission, individual and societal costs, and whether the
condition is acute or chronic. Performance outcome indicators
shall be risk adjusted or severity adjusted, as applicable,
using nationally recognized risk adjustment methodologies or
software consistent with the standards of the Agency for
Healthcare Research and Quality and as selected by the agency.
The website shall also provide an interactive search that allows
consumers to view and compare the information for specific
facilities, a map that allows consumers to select a county or
region, definitions of all of the data, descriptions of each
procedure, and an explanation about why the data may differ from

facility to facility. Such public data shall be updated
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929| quarterly. The agency shall publish annually on its website

930 information submit—an annval—status—report on the collection of

931| data and publication of health care quality measures +te—the

932 Cosxzornao e + 1 (QEZN-NENS| r £ + 1 I o Roarnraannt 4+ 217~ +
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934 commitEtees;—due—Jantary—+.
935 Section 21. Subsection (5) of section 408.063, Florida
936 Statutes, i1s amended to read:
937 408.0063 Dissemination of health care information.—
938 +o—TFhe—agenevy—Shatt—publtish orpgatt vy o corprehensive
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941 Payers~
942 o r—TFhe—deldars—expended by type—of heatth care service—n
943 Fleorida~
944 Section 22. Section 408.802, Florida Statutes, is amended
4
945 to read:
946 408.802 Applicability.—Fhe—provisiens—oef This part applies
™~ S

947| appty to the provision of services that require licensure as

948| defined in this part and to the following entities licensed,

949 registered, or certified by the agency, as described in chapters
950 112, 383, 390, 394, 395, 400, 429, 440, 483+ and 765:

951 (1) Laboratories authorized to perform testing under the
952 Drug-Free Workplace Act, as provided under ss. 112.0455 and

953| 440.102.

954 (2) Birth centers, as provided under chapter 383.
955 (3) Abortion clinics, as provided under chapter 390.
956 (4) Crisis stabilization units, as provided under parts I

957 and IV of chapter 394.
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(5) Short-term residential treatment facilities, as
provided under parts I and IV of chapter 394.

(6) Residential treatment facilities, as provided under
part IV of chapter 394.

(7) Residential treatment centers for children and
adolescents, as provided under part IV of chapter 394.

(8) Hospitals, as provided under part I of chapter 395.

(9) Ambulatory surgical centers, as provided under part I
of chapter 395.

(10) Nursing homes, as provided under part II of chapter
400.

(11) Assisted living facilities, as provided under part I
of chapter 429.

(12) Home health agencies, as provided under part III of
chapter 400.

(13) Nurse registries, as provided under part III of
chapter 400.

(14) Companion services or homemaker services providers, as
provided under part III of chapter 400.

(15) Adult day care centers, as provided under part III of
chapter 429.

(16) Hospices, as provided under part IV of chapter 400.

(17) Adult family-care homes, as provided under part II of
chapter 429.

(18) Homes for special services, as provided under part V
of chapter 400.

(19) Transitional living facilities, as provided under part
XI of chapter 400.

(20) Prescribed pediatric extended care centers, as
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provided under part VI of chapter 400.

(21) Home medical equipment providers, as provided under
part VII of chapter 400.

(22) Intermediate care facilities for persons with
developmental disabilities, as provided under part VIII of
chapter 400.

(23) Health care services pools, as provided under part IX
of chapter 400.

(24) Health care clinics, as provided under part X of
chapter 400.

o5 1eiol ] 1 . i L ded i

£ ~h ot 492
TT— ot TO IO

(25)+26) Organ, tissue, and eye procurement organizations,
as provided under part V of chapter 765.

Section 23. Present subsections (10) through (14) of
section 408.803, Florida Statutes, are redesignated as
subsections (11) through (15), respectively, a new subsection
(10) is added to that section, and subsection (3) of that
section is amended, to read:

408.803 Definitions.—As used in this part, the term:

(3) “Authorizing statute” means the statute authorizing the
licensed operation of a provider listed in s. 408.802 and
includes chapters 112, 383, 390, 394, 395, 400, 429, 440, 483+
and 765.

(10) “Low-risk provider” means nurse registries, home

medical equipment providers, and health care clinics.

Section 24. Paragraph (b) of subsection (7) of section
408.8060, Florida Statutes, is amended to read:

408.806 License application process.—
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1016 (7)
1017 (b) An initial inspection is not required for companion

1018 services or homemaker services providers+ as provided under part
1019 ITI of chapter 400, e for health care services pools+ as

1020| provided under part IX of chapter 400, or for low-risk providers
1021 as provided under s. 408.811.

1022 Section 25. Subsection (2) of section 408.808, Florida

1023 Statutes, i1s amended to read:

1024 408.808 License categories.—

1025 (2) PROVISIONAL LICENSE.—An applicant against whom a

1026| proceeding denying or revoking a license is pending at the time
1027 of license renewal may be issued a provisional license effective
1028 until final action not subject to further appeal. A provisional

1029 license may also be issued to an applicant for initial licensure

1030| or applying for a change of ownership. A provisional license
1031| must be limited in duration to a specific period of time, up to

1032 12 months, as determined by the agency.

1033 Section 26. Subsections (2) and (5) of section 408.809,
1034 Florida Statutes, are amended to read:

1035 408.809 Background screening; prohibited offenses.—
10306 (2) Every 5 years following his or her licensure,

1037 employment, or entry into a contract in a capacity that under
1038 subsection (1) would require level 2 background screening under
1039 chapter 435, each such person must submit to level 2 background
1040 rescreening as a condition of retaining such license or

1041 continuing in such employment or contractual status. For any
1042 such rescreening, the agency shall request the Department of Law

1043| Enforcement to forward the person’s fingerprints to the Federal

1044 Bureau of Investigation for a national criminal history record
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check unless the person’s fingerprints are enrolled in the
Federal Bureau of Investigation’s national retained print arrest
notification program. If the fingerprints of such a person are
not retained by the Department of Law Enforcement under s.
943.05(2) (g) and (h), the person must submit fingerprints
electronically to the Department of Law Enforcement for state
processing, and the Department of Law Enforcement shall forward
the fingerprints to the Federal Bureau of Investigation for a
national criminal history record check. The fingerprints shall
be retained by the Department of Law Enforcement under s.
943.05(2) (g) and (h) and enrolled in the national retained print
arrest notification program when the Department of Law
Enforcement begins participation in the program. The cost of the
state and national criminal history records checks required by

level 2 screening may be borne by the licensee or the person

ENECSE It Y

er—s+—435-+2+ The agency may accept
as satisfying the requirements of this section proof of
compliance with level 2 screening standards submitted within the
previous 5 years to meet any provider or professional licensure
requirements of the—agepey;—the Departmentof Health—+%he

£ Elder] cfairs ] - L

N3 aalb -
Do TioT

Htdess
Department of Financial Services for an applicant for a
certificate of authority or provisional certificate of authority
to operate a continuing care retirement community under chapter
651, provided that:

(a) The screening standards and disqualifying offenses for

the prior screening are equivalent to those specified in s.
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Section 27. Subsection (1) of section 408.811, Florida
Statutes, 1s amended to read:

408.811 Right of inspection; copies; inspection reports;
plan for correction of deficiencies.—

(1) An authorized officer or employee of the agency may
make or cause to be made any inspection or investigation deemed
necessary by the agency to determine the state of compliance
with this part, authorizing statutes, and applicable rules. The
right of inspection extends to any business that the agency has
reason to believe is being operated as a provider without a
license, but inspection of any business suspected of being
operated without the appropriate license may not be made without
the permission of the owner or person in charge unless a warrant
is first obtained from a circuit court. Any application for a
license issued under this part, authorizing statutes, or
applicable rules constitutes permission for an appropriate
inspection to verify the information submitted on or in
connection with the application.

(a) All inspections shall be unannounced, except as
specified in s. 408.806.

(b) Inspections for relicensure shall be conducted

biennially unless otherwise specified by this section,

authorizing statutes, or applicable rules.

(c) The agency may exempt a low-risk provider from

licensure inspection if the provider or controlling interest has

an excellent regulatory history with regard to deficiencies,
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sanctions, complaints, and other regulatory actions, as defined

by rule. The agency shall continue to conduct unannounced

licensure inspections for at least 10 percent of exempt low-risk

providers to verify compliance.

(d) The agency may adopt rules to waive a routine

inspection, including inspection for relicensure, or allow for

an extended period between relicensure inspections for specific

providers based upon:

1. A favorable regulatory history with regard to

deficiencies, sanctions, complaints, and other regulatory

measures.

2. Outcome measures that demonstrate quality performance.

3. Successful participation in a recognized quality

assurance program.

4. Accreditation status.

5. Other measures reflective of quality and safety.

6. The length of time between inspections.

The agency shall continue to conduct unannounced licensure

inspections for at least 10 percent of providers that qualify

for a waiver or extended period between relicensure inspections.

(e) The agency maintains the authority to conduct an

inspection of any provider at any time to determine regulatory

compliance.

Section 28. Subsection (24) of section 408.820, Florida

Statutes, 1is amended to read:
408.820 Exemptions.—Except as prescribed in authorizing
statutes, the following exemptions shall apply to specified

requirements of this part:
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Section 29. Subsections (1) and (2) of section 408.821,
Florida Statutes, are amended to read:
408.821 Emergency management planning; emergency
operations; inactive license.—

(1) A licensee required by authorizing statutes and agency

rule to have a comprehensive am emergency management eperations

plan must designate a safety liaison to serve as the primary

contact for emergency operations. Such licensee shall submit its

comprehensive emergency management plan to the local emergency

management agency, county health department, or Department of

Health as follows:

(a) Submit the plan within 30 days after initial licensure

and change of ownership, and notify the agency within 30 days

after submission of the plan.

(b) Submit the plan annually and within 30 days after any

significant modification, as defined by agency rule, to a

previously approved plan.

(c) Respond with necessary plan revisions within 30 days

after notification that plan revisions are required.

(d) Notify the agency within 30 days after approval of its

plan by the local emergency management agency, county health

department, or Department of Health.

(2) An entity subject to this part may temporarily exceed
its licensed capacity to act as a receiving provider in
accordance with an approved comprehensive emergency management

eperations plan for up to 15 days. While in an overcapacity

status, each provider must furnish or arrange for appropriate
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the agency may

which

care and services to all clients. In addition,
approve requests for overcapacity in excess of 15 days,
approvals may be based upon satisfactory justification and need
as provided by the receiving and sending providers.

Section 30. of section 408.831, Florida
Statutes,

408.831 Denial,

Subsection (3)
is amended to read:
suspension, or revocation of a license,

registration, certificate, or application.—

(3) This section provides standards of enforcement
applicable to all entities licensed or regulated by the Agency
for Health Care Administration. This section controls over any
383, 390, 391, 394, 395,

483+ and 765 or rules adopted pursuant to

conflicting provisions of chapters 39,
400, 408, 429, 468,
those chapters.

Section 31. Section 408.832, Florida Statutes, is amended
to read:

408.832 Conflicts.—In case of conflict between the
provisions of this part and the authorizing statutes governing
the licensure of health care providers by the Agency for Health

Care Administration found in s. 112.0455 and chapters 383, 390,

394, 395, 400, 429, 440, 483+ and 765, the provisions of this
part shall prevail.

Section 32. Subsection (9) of section 408.909, Florida
Statutes, 1is amended to read:

408.909 Health flex plans.—

ar
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Section 33. Paragraph (d) of subsection (10) of section

408.9091, Florida Statutes, is amended to read:

408.9091 Cover Florida Health Care Access Program.—
(10) PROGRAM EVALUATION.—The agency and the office shall:

Section 34. Paragraph (a) of subsection (5) of section

409.905, Florida Statutes, i1s amended to read:

409.905 Mandatory Medicaid services.—The agency may make
payments for the following services, which are required of the
state by Title XIX of the Social Security Act, furnished by
Medicaid providers to recipients who are determined to be
eligible on the dates on which the services were provided. Any
service under this section shall be provided only when medically
necessary and in accordance with state and federal law.
Mandatory services rendered by providers in mobile units to
Medicaid recipients may be restricted by the agency. Nothing in
this section shall be construed to prevent or limit the agency

from adjusting fees, reimbursement rates, lengths of stay,
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1248 number of visits, number of services, or any other adjustments
1249| necessary to comply with the availability of moneys and any

1250 limitations or directions provided for in the General

1251| Appropriations Act or chapter 216.

1252 (5) HOSPITAL INPATIENT SERVICES.—The agency shall pay for
1253| all covered services provided for the medical care and treatment
1254 of a recipient who is admitted as an inpatient by a licensed
1255| physician or dentist to a hospital licensed under part I of

1256 chapter 395. However, the agency shall limit the payment for
1257| inpatient hospital services for a Medicaid recipient 21 years of
1258 age or older to 45 days or the number of days necessary to

1259 comply with the General Appropriations Act.

1260 (a) The agency may implement reimbursement and utilization
1261 management reforms in order to comply with any limitations or
1262 directions in the General Appropriations Act, which may include,
1263| but are not limited to: prior authorization for inpatient

1264| psychiatric days; prior authorization for nonemergency hospital
1265 inpatient admissions for individuals 21 years of age and older;
1266 authorization of emergency and urgent-care admissions within 24
1267| hours after admission; enhanced utilization and concurrent

1268 review programs for highly utilized services; reduction or

1269| elimination of covered days of service; adjusting reimbursement
1270 ceilings for variable costs; adjusting reimbursement ceilings
1271 for fixed and property costs; and implementing target rates of
1272 increase. The agency may limit prior authorization for hospital
1273 inpatient services to selected diagnosis-related groups, based
1274 on an analysis of the cost and potential for unnecessary

1275| hospitalizations represented by certain diagnoses. Admissions

1276 for normal delivery and newborns are exempt from requirements
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for prior authorization. In implementing the provisions of this
section related to prior authorization, the agency shall ensure
that the process for authorization is accessible 24 hours per
day, 7 days per week and authorization is automatically granted
when not denied within 4 hours after the request. Authorization

procedures must include steps for review of denials. Hpen

Tmrn Tl ameant 2~~~y N N o EPSNEE T SNE VN SN i B SR S NE SNt R SO N S =P £ N B R
T e c ity ot P Tr O oo ciiOr T 2o c O pTrogTraltt t 0T rfiospTrcaox
EIRAE AN i B SR NE 2L L RN +h vty a7l Ad oA g 1+t hacerna 1
Trpaoc ot ST v rCctoSy cC—a gt Cy oSt OrsSConcTriiaC—Tr oS IiosSpTrcax

Section 35. Subsection (8) of section 409.907, Florida
Statutes, 1s amended to read:

409.907 Medicaid provider agreements.—The agency may make
payments for medical assistance and related services rendered to
Medicaid recipients only to an individual or entity who has a
provider agreement in effect with the agency, who is performing
services or supplying goods in accordance with federal, state,
and local law, and who agrees that no person shall, on the
grounds of handicap, race, color, or national origin, or for any
other reason, be subjected to discrimination under any program
or activity for which the provider receives payment from the
agency.

(8) (a) A level 2 background screening pursuant to chapter

435 must be conducted through the agency on each of the

following:
1. The Eaeh provider, or each principal of the provider if

the provider is a corporation, partnership, association, or

other entity——seekingteoparticipatein—the Medicaid proegram
+ +
C C

maig

o
jravyw)
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1306| eheek.

1307 2. Principals of the provider, who include any officer,

1308| director, billing agent, managing employee, or affiliated

1309| person, or any partner or shareholder who has an ownership

1310 interest equal to 5 percent or more in the provider. However,
1311 for a hospital licensed under chapter 395 or a nursing home
1312 licensed under chapter 400, principals of the provider are those
1313| who meet the definition of a controlling interest under s.

1314 408.803. A director of a not-for-profit corporation or

1315| organization is not a principal for purposes of a background
1316| investigation required by this section if the director: serves
1317 solely in a voluntary capacity for the corporation or

1318 organization, does not regularly take part in the day-to-day
1319 operational decisions of the corporation or organization,

1320 receives no remuneration from the not-for-profit corporation or
1321 organization for his or her service on the board of directors,
1322 has no financial interest in the not-for-profit corporation or
1323 organization, and has no family members with a financial

1324 interest in the not-for-profit corporation or organization; and
1325 if the director submits an affidavit, under penalty of perjury,
1326| to this effect to the agency and the not-for-profit corporation
1327 or organization submits an affidavit, under penalty of perjury,
1328 to this effect to the agency as part of the corporation’s or
1329 organization’s Medicaid provider agreement application.

1330 3. Any person who participates or seeks to participate in

1331 the Florida Medicaid program by way of rendering services to

1332| Medicaid recipients or having direct access to Medicaid

1333 recipients, recipient living areas, or the financial, medical,

1334 or service records of a Medicaid recipient or who supervises the

Page 46 of 80
CODING: Words strieken are deletions; words underlined are additions.




1335
1336
1337
1338
1339
1340
1341
1342
1343
1344
1345
1346
1347
1348
1349
1350
1351
1352
1353
1354
1355
1356
1357
1358
1359
1360
1361
1362
1363

Florida Senate - 2020 SB 1726

4-00874E-20 20201726

delivery of goods or services to a Medicaid recipient. This

subparagraph does not impose additional screening requirements

on any providers licensed under part II of chapter 408.

(b) Notwithstanding paragraph (a) +he—abewve, the agency may

require a background check for any person reasonably suspected
by the agency to have been convicted of a crime.
(c)+a)> Paragraph (a) Fhis——subseetion does not apply to:

1. A unit of local government, except that requirements of

this subsection apply to nongovernmental providers and entities
contracting with the local government to provide Medicaid
services. The actual cost of the state and national criminal
history record checks must be borne by the nongovernmental
provider or entity; or

2. Any business that derives more than 50 percent of its
revenue from the sale of goods to the final consumer, and the
business or its controlling parent is required to file a form
10-K or other similar statement with the Securities and Exchange
Commission or has a net worth of $50 million or more.

(d) k) Background screening shall be conducted in
accordance with chapter 435 and s. 408.809. The cost of the
state and national criminal record check shall be borne by the
provider.

Section 36. Section 409.913, Florida Statutes, is amended
to read:

409.913 Oversight of the integrity of the Medicaid
program.—The agency shall operate a program to oversee the
activities of Florida Medicaid recipients, and providers and
their representatives, to ensure that fraudulent and abusive

behavior and neglect of recipients occur to the minimum extent
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possible, and to recover overpayments and impose sanctions as

appropriate. Each January 15 Jamrwary—3+, the agency and the

Medicaid Fraud Control Unit of the Department of Legal Affairs

shall submit reports a—eint—report to the Legislature
documenting the effectiveness of the state’s efforts to control
Medicaid fraud and abuse and to recover Medicaid overpayments
during the previous fiscal year. The report must describe the
number of cases opened and investigated each year; the sources
of the cases opened; the disposition of the cases closed each
year; the amount of overpayments alleged in preliminary and
final audit letters; the number and amount of fines or penalties
imposed; any reductions in overpayment amounts negotiated in
settlement agreements or by other means; the amount of final
agency determinations of overpayments; the amount deducted from
federal claiming as a result of overpayments; the amount of
overpayments recovered each year; the amount of cost of
investigation recovered each year; the average length of time to
collect from the time the case was opened until the overpayment
is paid in full; the amount determined as uncollectible and the
portion of the uncollectible amount subsequently reclaimed from
the Federal Government; the number of providers, by type, that
are terminated from participation in the Medicaid program as a
result of fraud and abuse; and all costs associated with
discovering and prosecuting cases of Medicaid overpayments and
making recoveries in such cases. The report must also document
actions taken to prevent overpayments and the number of
providers prevented from enrolling in or reenrolling in the
Medicaid program as a result of documented Medicaid fraud and

abuse and must include policy recommendations necessary to
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prevent or recover overpayments and changes necessary to prevent
and detect Medicaid fraud. All policy recommendations in the
report must include a detailed fiscal analysis, including, but
not limited to, implementation costs, estimated savings to the
Medicaid program, and the return on investment. The agency must
submit the policy recommendations and fiscal analyses in the
report to the appropriate estimating conference, pursuant to s.
216.137, by February 15 of each year. The agency and the
Medicaid Fraud Control Unit of the Department of Legal Affairs
each must include detailed unit-specific performance standards,
benchmarks, and metrics in the report, including projected cost
savings to the state Medicaid program during the following
fiscal year.

(1) For the purposes of this section, the term:

(a) “Abuse” means:

1. Provider practices that are inconsistent with generally
accepted business or medical practices and that result in an
unnecessary cost to the Medicaid program or in reimbursement for
goods or services that are not medically necessary or that fail
to meet professionally recognized standards for health care.

2. Recipient practices that result in unnecessary cost to
the Medicaid program.

(b) “Complaint” means an allegation that fraud, abuse, or
an overpayment has occurred.

(c) “Fraud” means an intentional deception or
misrepresentation made by a person with the knowledge that the
deception results in unauthorized benefit to herself or himself
or another person. The term includes any act that constitutes

fraud under applicable federal or state law.
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1422 (d) “Medical necessity” or “medically necessary” means any
1423 goods or services necessary to palliate the effects of a
1424 terminal condition, or to prevent, diagnose, correct, cure,
1425| alleviate, or preclude deterioration of a condition that
1426| threatens life, causes pain or suffering, or results in illness
1427 or infirmity, which goods or services are provided in accordance
1428| with generally accepted standards of medical practice. For
1429| purposes of determining Medicaid reimbursement, the agency is
1430 the final arbiter of medical necessity. Determinations of
1431| medical necessity must be made by a licensed physician employed
1432 by or under contract with the agency and must be based upon
1433 information available at the time the goods or services are
1434| provided.
1435 (e) “Overpayment” includes any amount that is not
1436 authorized to be paid by the Medicaid program whether paid as a
1437 result of inaccurate or improper cost reporting, improper
1438 claiming, unacceptable practices, fraud, abuse, or mistake.
1439 (f) “Person” means any natural person, corporation,
1440 partnership, association, clinic, group, or other entity,
1441| whether or not such person is enrolled in the Medicaid program
1442 or is a provider of health care.
1443 (2) The agency shall conduct, or cause to be conducted by
1444 contract or otherwise, reviews, investigations, analyses,
1445 audits, or any combination thereof, to determine possible fraud,
1446 abuse, overpayment, or recipient neglect in the Medicaid program
1447 and shall report the findings of any overpayments in audit
1448 reports as appropriate. At least 5 percent of all audits shall

1449| Dbe conducted on a random basis. As part of its ongoing fraud

1450 detection activities, the agency shall identify and monitor, by
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1451 contract or otherwise, patterns of overutilization of Medicaid
1452 services based on state averages. The agency shall track
1453| Medicaid provider prescription and billing patterns and evaluate
1454 them against Medicaid medical necessity criteria and coverage
1455| and limitation guidelines adopted by rule. Medical necessity
1456| determination requires that service be consistent with symptoms
1457 or confirmed diagnosis of illness or injury under treatment and
1458 not in excess of the patient’s needs. The agency shall conduct
1459| reviews of provider exceptions to peer group norms and shall,
1460| wusing statistical methodologies, provider profiling, and
1461| analysis of billing patterns, detect and investigate abnormal or
1462 unusual increases in billing or payment of claims for Medicaid
1463 services and medically unnecessary provision of services.
1464 (3) The agency may conduct, or may contract for, prepayment
1465 review of provider claims to ensure cost-effective purchasing;
1466 to ensure that billing by a provider to the agency is in
1467 accordance with applicable provisions of all Medicaid rules,
1468 regulations, handbooks, and policies and in accordance with
1469 federal, state, and local law; and to ensure that appropriate
1470 care 1s rendered to Medicaid recipients. Such prepayment reviews
1471| may be conducted as determined appropriate by the agency,
1472 without any suspicion or allegation of fraud, abuse, or neglect,
1473 and may last for up to 1 year. Unless the agency has reliable
1474 evidence of fraud, misrepresentation, abuse, or neglect, claims
1475 shall be adjudicated for denial or payment within 90 days after
1476 receipt of complete documentation by the agency for review. If
1477 there is reliable evidence of fraud, misrepresentation, abuse,

1478 or neglect, claims shall be adjudicated for denial of payment

1479| within 180 days after receipt of complete documentation by the
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1480 agency for review.
1481 (4) Any suspected criminal violation identified by the
1482| agency must be referred to the Medicaid Fraud Control Unit of
1483| the Office of the Attorney General for investigation. The agency
1484 and the Attorney General shall enter into a memorandum of
1485 understanding, which must include, but need not be limited to, a
1486| protocol for regularly sharing information and coordinating
1487 casework. The protocol must establish a procedure for the
1488 referral by the agency of cases involving suspected Medicaid
1489| fraud to the Medicaid Fraud Control Unit for investigation, and
1490 the return to the agency of those cases where investigation
1491 determines that administrative action by the agency is
1492 appropriate. Offices of the Medicaid program integrity program
1493| and the Medicaid Fraud Control Unit of the Department of Legal
1494 Affairs, shall, to the extent possible, be collocated. The
1495| agency and the Department of Legal Affairs shall periodically
1496 conduct joint training and other joint activities designed to
1497 increase communication and coordination in recovering
1498 overpayments.
1499 (5) A Medicaid provider is subject to having goods and
1500 services that are paid for by the Medicaid program reviewed by
1501 an appropriate peer-review organization designated by the
1502 agency. The written findings of the applicable peer-review
1503| organization are admissible in any court or administrative
1504| proceeding as evidence of medical necessity or the lack thereof.
1505 (6) Any notice required to be given to a provider under
1506 this section is presumed to be sufficient notice if sent to the

1507 address last shown on the provider enrollment file. It is the

1508 responsibility of the provider to furnish and keep the agency
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informed of the provider’s current address. United States Postal
Service proof of mailing or certified or registered mailing of
such notice to the provider at the address shown on the provider
enrollment file constitutes sufficient proof of notice. Any
notice required to be given to the agency by this section must
be sent to the agency at an address designated by rule.

(7) When presenting a claim for payment under the Medicaid
program, a provider has an affirmative duty to supervise the
provision of, and be responsible for, goods and services claimed
to have been provided, to supervise and be responsible for
preparation and submission of the claim, and to present a claim
that is true and accurate and that is for goods and services
that:

(a) Have actually been furnished to the recipient by the
provider prior to submitting the claim.

(b) Are Medicaid-covered goods or services that are
medically necessary.

(c) Are of a quality comparable to those furnished to the
general public by the provider’s peers.

(d) Have not been billed in whole or in part to a recipient
Oor a recipient’s responsible party, except for such copayments,
coinsurance, or deductibles as are authorized by the agency.

(e) Are provided in accord with applicable provisions of
all Medicaid rules, regulations, handbooks, and policies and in
accordance with federal, state, and local law.

(f) Are documented by records made at the time the goods or
services were provided, demonstrating the medical necessity for
the goods or services rendered. Medicaid goods or services are

excessive or not medically necessary unless both the medical
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1538| basis and the specific need for them are fully and properly
1539| documented in the recipient’s medical record.
1540
1541 The agency shall deny payment or require repayment for goods or
1542 services that are not presented as required in this subsection.
1543 (8) The agency shall not reimburse any person or entity for
1544 any prescription for medications, medical supplies, or medical
1545 services if the prescription was written by a physician or other
1546| prescribing practitioner who is not enrolled in the Medicaid
1547| program. This section does not apply:
1548 (a) In instances involving bona fide emergency medical
1549 conditions as determined by the agency;
1550 (b) To a provider of medical services to a patient in a
1551 hospital emergency department, hospital inpatient or outpatient
1552 setting, or nursing home;
1553 (c) To bona fide pro bono services by preapproved non-
1554| Medicaid providers as determined by the agency;
1555 (d) To prescribing physicians who are board-certified
1556 specialists treating Medicaid recipients referred for treatment
1557| by a treating physician who is enrolled in the Medicaid program;
1558 (e) To prescriptions written for dually eligible Medicare
1559| Dbeneficiaries by an authorized Medicare provider who i1s not
1560| enrolled in the Medicaid program;
1561 (f) To other physicians who are not enrolled in the
1562| Medicaid program but who provide a medically necessary service
1563 or prescription not otherwise reasonably available from a
1564| Medicaid-enrolled physician; or

1565 (9) A Medicaid provider shall retain medical, professional,

1566 financial, and business records pertaining to services and goods
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1567 furnished to a Medicaid recipient and billed to Medicaid for a
1568| period of 5 years after the date of furnishing such services or
1569| goods. The agency may investigate, review, or analyze such
1570 records, which must be made available during normal business
1571| hours. However, 24-hour notice must be provided if patient
1572 treatment would be disrupted. The provider must keep the agency
1573 informed of the location of the provider’s Medicaid-related
1574 records. The authority of the agency to obtain Medicaid-related
1575| records from a provider is neither curtailed nor limited during
1576| a period of litigation between the agency and the provider.
1577 (10) Payments for the services of billing agents or persons
1578| participating in the preparation of a Medicaid claim shall not
1579| be based on amounts for which they bill nor based on the amount
1580 a provider receives from the Medicaid program.
1581 (11) The agency shall deny payment or require repayment for
1582 inappropriate, medically unnecessary, oOr excessive goods or
1583 services from the person furnishing them, the person under whose
1584 supervision they were furnished, or the person causing them to
1585| be furnished.
1586 (12) The complaint and all information obtained pursuant to
1587 an investigation of a Medicaid provider, or the authorized
1588 representative or agent of a provider, relating to an allegation
1589 of fraud, abuse, or neglect are confidential and exempt from the
1590| provisions of s. 119.07(1):
1591 (a) Until the agency takes final agency action with respect
1592 to the provider and requires repayment of any overpayment, or
1593 imposes an administrative sanction;

1594 (b) Until the Attorney General refers the case for criminal

1595| prosecution;
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(c) Until 10 days after the complaint is determined without
merit; or

(d) At all times if the complaint or information is
otherwise protected by law.

(13) The agency shall terminate participation of a Medicaid
provider in the Medicaid program and may seek civil remedies or
impose other administrative sanctions against a Medicaid
provider, if the provider or any principal, officer, director,
agent, managing employee, or affiliated person of the provider,
or any partner or shareholder having an ownership interest in
the provider equal to 5 percent or greater, has been convicted
of a criminal offense under federal law or the law of any state
relating to the practice of the provider’s profession, or a
criminal offense listed under s. 408.809(4), s. 409.907(10), or
s. 435.04(2). If the agency determines that the provider did not
participate or acquiesce in the offense, termination will not be
imposed. If the agency effects a termination under this
subsection, the agency shall take final agency action.

(14) If the provider has been suspended or terminated from
participation in the Medicaid program or the Medicare program by
the Federal Government or any state, the agency must immediately
suspend or terminate, as appropriate, the provider’s
participation in this state’s Medicaid program for a period no
less than that imposed by the Federal Government or any other
state, and may not enroll such provider in this state’s Medicaid
program while such foreign suspension or termination remains in
effect. The agency shall also immediately suspend or terminate,
as appropriate, a provider’s participation in this state’s

Medicaid program if the provider participated or acquiesced in
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any action for which any principal, officer, director, agent,
managing employee, or affiliated person of the provider, or any
partner or shareholder having an ownership interest in the
provider equal to 5 percent or greater, was suspended or
terminated from participating in the Medicaid program or the
Medicare program by the Federal Government or any state. This
sanction is in addition to all other remedies provided by law.

(15) The agency shall seek a remedy provided by law,
including, but not limited to, any remedy provided in
subsections (13) and (16) and s. 812.035, if:

(a) The provider’s license has not been renewed, or has
been revoked, suspended, or terminated, for cause, by the
licensing agency of any state;

(b) The provider has failed to make available or has
refused access to Medicaid-related records to an auditor,
investigator, or other authorized employee or agent of the
agency, the Attorney General, a state attorney, or the Federal
Government;

(c) The provider has not furnished or has failed to make
available such Medicaid-related records as the agency has found
necessary to determine whether Medicaid payments are or were due
and the amounts thereof;

(d) The provider has failed to maintain medical records
made at the time of service, or prior to service if prior
authorization is required, demonstrating the necessity and
appropriateness of the goods or services rendered;

(e) The provider is not in compliance with provisions of
Medicaid provider publications that have been adopted by

reference as rules in the Florida Administrative Code; with
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provisions of state or federal laws, rules, or regulations; with
provisions of the provider agreement between the agency and the
provider; or with certifications found on claim forms or on
transmittal forms for electronically submitted claims that are
submitted by the provider or authorized representative, as such
provisions apply to the Medicaid program;

(f) The provider or person who ordered, authorized, or
prescribed the care, services, or supplies has furnished, or
ordered or authorized the furnishing of, goods or services to a
recipient which are inappropriate, unnecessary, excessive, or
harmful to the recipient or are of inferior quality;

(g) The provider has demonstrated a pattern of failure to
provide goods or services that are medically necessary;

(h) The provider or an authorized representative of the
provider, or a person who ordered, authorized, or prescribed the
goods or services, has submitted or caused to be submitted false
or a pattern of erroneous Medicaid claims;

(1) The provider or an authorized representative of the
provider, or a person who has ordered, authorized, or prescribed
the goods or services, has submitted or caused to be submitted a
Medicaid provider enrollment application, a request for prior
authorization for Medicaid services, a drug exception request,
or a Medicaid cost report that contains materially false or
incorrect information;

(j) The provider or an authorized representative of the
provider has collected from or billed a recipient or a
recipient’s responsible party improperly for amounts that should
not have been so collected or billed by reason of the provider’s

billing the Medicaid program for the same service;
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1683 (k) The provider or an authorized representative of the
1684| provider has included in a cost report costs that are not
1685| allowable under a Florida Title XIX reimbursement plan after the
1686| provider or authorized representative had been advised in an
1687 audit exit conference or audit report that the costs were not
1688 allowable;
1689 (1) The provider is charged by information or indictment
1690| with fraudulent billing practices or an offense referenced in
1691 subsection (13). The sanction applied for this reason is limited
1692 to suspension of the provider’s participation in the Medicaid
1693| program for the duration of the indictment unless the provider
1694 is found guilty pursuant to the information or indictment;
1695 (m) The provider or a person who ordered, authorized, or
1696| prescribed the goods or services is found liable for negligent
1697| practice resulting in death or injury to the provider’s patient;
1698 (n) The provider fails to demonstrate that it had available
1699| during a specific audit or review period sufficient quantities
1700 of goods, or sufficient time in the case of services, to support
1701 the provider’s billings to the Medicaid program;
1702 (0) The provider has failed to comply with the notice and
1703 reporting requirements of s. 409.907;
1704 (p) The agency has received reliable information of patient
1705 abuse or neglect or of any act prohibited by s. 409.920; or
1706 (g) The provider has failed to comply with an agreed-upon
1707 repayment schedule.
1708
1709| A provider is subject to sanctions for violations of this

1710 subsection as the result of actions or inactions of the

1711 provider, or actions or inactions of any principal, officer,
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director, agent, managing employee, or affiliated person of the
provider, or any partner or shareholder having an ownership
interest in the provider equal to 5 percent or greater, in which
the provider participated or acquiesced.

(16) The agency shall impose any of the following sanctions
or disincentives on a provider or a person for any of the acts
described in subsection (15):

(a) Suspension for a specific period of time of not more
than 1 year. Suspension precludes participation in the Medicaid
program, which includes any action that results in a claim for
payment to the Medicaid program for furnishing, supervising a
person who is furnishing, or causing a person to furnish goods
or services.

(b) Termination for a specific period of time ranging from
more than 1 year to 20 years. Termination precludes
participation in the Medicaid program, which includes any action
that results in a claim for payment to the Medicaid program for
furnishing, supervising a person who is furnishing, or causing a
person to furnish goods or services.

(c) Imposition of a fine of up to $5,000 for each
violation. Each day that an ongoing violation continues, such as
refusing to furnish Medicaid-related records or refusing access
to records, 1is considered a separate violation. Each instance of
improper billing of a Medicaid recipient; each instance of
including an unallowable cost on a hospital or nursing home
Medicaid cost report after the provider or authorized
representative has been advised in an audit exit conference or
previous audit report of the cost unallowability; each instance

of furnishing a Medicaid recipient goods or professional
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services that are inappropriate or of inferior quality as
determined by competent peer judgment; each instance of
knowingly submitting a materially false or erroneous Medicaid
provider enrollment application, request for prior authorization
for Medicaid services, drug exception request, or cost report;
each instance of inappropriate prescribing of drugs for a
Medicaid recipient as determined by competent peer judgment; and
each false or erroneous Medicaid claim leading to an overpayment
to a provider is considered a separate violation.

(d) Immediate suspension, if the agency has received
information of patient abuse or neglect or of any act prohibited
by s. 409.920. Upon suspension, the agency must issue an
immediate final order under s. 120.569(2) (n).

(e) A fine, not to exceed $10,000, for a violation of
paragraph (15) (1) .

(f) Imposition of liens against provider assets, including,
but not limited to, financial assets and real property, not to
exceed the amount of fines or recoveries sought, upon entry of
an order determining that such moneys are due or recoverable.

(g) Prepayment reviews of claims for a specified period of
time.

(h) Comprehensive followup reviews of providers every 6
months to ensure that they are billing Medicaid correctly.

(1) Corrective-action plans that remain in effect for up to
3 years and that are monitored by the agency every 6 months
while in effect.

(7J) Other remedies as permitted by law to effect the

recovery of a fine or overpayment.
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1770 If a provider voluntarily relinquishes its Medicaid provider
1771 number or an associated license, or allows the associated
1772| licensure to expire after receiving written notice that the
1773] agency is conducting, or has conducted, an audit, survey,
1774 inspection, or investigation and that a sanction of suspension
1775 or termination will or would be imposed for noncompliance
1776| discovered as a result of the audit, survey, inspection, or
1777 investigation, the agency shall impose the sanction of
1778 termination for cause against the provider. The agency’s
1779| termination with cause is subject to hearing rights as may be
1780| provided under chapter 120. The Secretary of Health Care
1781| Administration may make a determination that imposition of a
1782 sanction or disincentive is not in the best interest of the
1783| Medicaid program, in which case a sanction or disincentive may
1784 not be imposed.
1785 (17) In determining the appropriate administrative sanction
1786 to be applied, or the duration of any suspension or termination,
1787 the agency shall consider:
1788 (2) The seriousness and extent of the violation or
1789| wviolations.
1790 (b) Any prior history of violations by the provider
1791 relating to the delivery of health care programs which resulted
1792 in either a criminal conviction or in administrative sanction or
1793 penalty.
1794 (c) Evidence of continued violation within the provider’s
1795 management control of Medicaid statutes, rules, regulations, or
1796| policies after written notification to the provider of improper

1797| practice or instance of violation.

1798 (d) The effect, if any, on the quality of medical care
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1799| provided to Medicaid recipients as a result of the acts of the
1800| provider.

1801 (e) Any action by a licensing agency respecting the

1802| provider in any state in which the provider operates or has

1803 operated.

1804 (f) The apparent impact on access by recipients to Medicaid
1805 services if the provider is suspended or terminated, in the best
1806 judgment of the agency.

1807
1808 The agency shall document the basis for all sanctioning actions
1809 and recommendations.

1810 (18) The agency may take action to sanction, suspend, or
1811 terminate a particular provider working for a group provider,
1812 and may suspend or terminate Medicaid participation at a

1813 specific location, rather than or in addition to taking action
1814 against an entire group.

1815 (19) The agency shall establish a process for conducting
1816 followup reviews of a sampling of providers who have a history
1817 of overpayment under the Medicaid program. This process must
1818 consider the magnitude of previous fraud or abuse and the

1819| potential effect of continued fraud or abuse on Medicaid costs.
1820 (20) In making a determination of overpayment to a

1821| provider, the agency must use accepted and valid auditing,

1822 accounting, analytical, statistical, or peer-review methods, or
1823 combinations thereof. Appropriate statistical methods may

1824 include, but are not limited to, sampling and extension to the
1825| population, parametric and nonparametric statistics, tests of

1826| hypotheses, and other generally accepted statistical methods.

1827| Appropriate analytical methods may include, but are not limited
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to, reviews to determine variances between the quantities of
products that a provider had on hand and available to be
purveyed to Medicaid recipients during the review period and the
quantities of the same products paid for by the Medicaid program
for the same period, taking into appropriate consideration sales
of the same products to non-Medicaid customers during the same
period. In meeting its burden of proof in any administrative or
court proceeding, the agency may introduce the results of such
statistical methods as evidence of overpayment.

(21) When making a determination that an overpayment has
occurred, the agency shall prepare and issue an audit report to
the provider showing the calculation of overpayments. The
agency’s determination must be based solely upon information
available to it before issuance of the audit report and, in the
case of documentation obtained to substantiate claims for
Medicaid reimbursement, based solely upon contemporaneous
records. The agency may consider addenda or modifications to a
note that was made contemporaneously with the patient care
episode if the addenda or modifications are germane to the note.

(22) The audit report, supported by agency work papers,
showing an overpayment to a provider constitutes evidence of the
overpayment. A provider may not present or elicit testimony on
direct examination or cross-examination in any court or
administrative proceeding, regarding the purchase or acquisition
by any means of drugs, goods, or supplies; sales or divestment
by any means of drugs, goods, or supplies; or inventory of
drugs, goods, or supplies, unless such acquisition, sales,
divestment, or inventory is documented by written invoices,

written inventory records, or other competent written
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1857 documentary evidence maintained in the normal course of the
1858| provider’s business. A provider may not present records to
1859 contest an overpayment or sanction unless such records are
1860 contemporaneous and, 1f requested during the audit process, were
1861 furnished to the agency or its agent upon request. This
1862 limitation does not apply to Medicaid cost report audits. This
1863 limitation does not preclude consideration by the agency of
1864 addenda or modifications to a note if the addenda or
1865 modifications are made before notification of the audit, the
1866| addenda or modifications are germane to the note, and the note
1867| was made contemporaneously with a patient care episode.
1868| Notwithstanding the applicable rules of discovery, all
1869| documentation to be offered as evidence at an administrative
1870 hearing on a Medicaid overpayment or an administrative sanction
1871| must be exchanged by all parties at least 14 days before the
1872 administrative hearing or be excluded from consideration.

1873 (23) (a) In an audit, e investigation, or enforcement

1874 action taken for ef a violation committed by a provider which is

1875 conducted pursuant to this section, the agency is entitled to

1876 recover all investigative andy+ legal costs incurred as a result

1877 of such audit, investigation, or enforcement action. The costs

1878 associated with an investigation, audit, or enforcement action

1879| may include, but are not limited to, salaries and benefits of

1880 personnel, costs related to the time spent by an attorney and

1881 other personnel working on the case, and any other expenses

1882 incurred by the agency or contractor which are associated with

1883 the case, including any—and expert witness costs and attorney

1884 fees incurred on behalf of the agency or contractor if the

1885 agency’s findings were not contested by the provider or, if
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1886 contested, the agency ultimately prevailed.
1887 (b) The agency has the burden of documenting the costs,
1888| which include salaries and employee benefits and out-of-pocket
1889| expenses. The amount of costs that may be recovered must be
1890 reasonable in relation to the seriousness of the violation and
1891| must be set taking into consideration the financial resources,
1892 earning ability, and needs of the provider, who has the burden
1893 of demonstrating such factors.
1894 (c) The provider may pay the costs over a period to be
1895| determined by the agency if the agency determines that an
1896| extreme hardship would result to the provider from immediate
1897 full payment. Any default in payment of costs may be collected
1898| by any means authorized by law.
1899 (24) If the agency imposes an administrative sanction
1900 pursuant to subsection (13), subsection (14), or subsection
1901 (15), except paragraphs (15) (e) and (o), upon any provider or
1902 any principal, officer, director, agent, managing employee, or
1903 affiliated person of the provider who is regulated by another
1904 state entity, the agency shall notify that other entity of the
1905 imposition of the sanction within 5 business days. Such
1906| notification must include the provider’s or person’s name and
1907 license number and the specific reasons for sanction.
1908 (25) (a) The agency shall withhold Medicaid payments, in
1909| whole or in part, to a provider upon receipt of reliable
1910 evidence that the circumstances giving rise to the need for a
1911 withholding of payments involve fraud, willful
1912| misrepresentation, or abuse under the Medicaid program, or a

1913 crime committed while rendering goods or services to Medicaid

1914 recipients. If it is determined that fraud, willful
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1915| misrepresentation, abuse, or a crime did not occur, the payments
1916| withheld must be paid to the provider within 14 days after such
1917| determination. Amounts not paid within 14 days accrue interest
1918 at the rate of 10 percent per year, beginning after the 14th
1919| day.

1920 (b) The agency shall deny payment, or require repayment, 1if
1921 the goods or services were furnished, supervised, or caused to
1922| Dbe furnished by a person who has been suspended or terminated
1923 from the Medicaid program or Medicare program by the Federal
1924 Government or any state.

1925 (c) Overpayments owed to the agency bear interest at the
1926| rate of 10 percent per year from the date of final determination
1927 of the overpayment by the agency, and payment arrangements must
1928| Dbe made within 30 days after the date of the final order, which
1929 is not subject to further appeal.

1930 (d) The agency, upon entry of a final agency order, a

1931 judgment or order of a court of competent jurisdiction, or a
1932 stipulation or settlement, may collect the moneys owed by all
1933 means allowable by law, including, but not limited to, notifying
1934 any fiscal intermediary of Medicare benefits that the state has
1935 a superior right of payment. Upon receipt of such written

1936| notification, the Medicare fiscal intermediary shall remit to
1937 the state the sum claimed.

1938 (e) The agency may institute amnesty programs to allow

1939| Medicaid providers the opportunity to voluntarily repay

1940 overpayments. The agency may adopt rules to administer such

1941| programs.

1942 (26) The agency may impose administrative sanctions against

1943 a Medicaid recipient, or the agency may seek any other remedy
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provided by law, including, but not limited to, the remedies
provided in s. 812.035, if the agency finds that a recipient has
engaged in solicitation in violation of s. 409.920 or that the
recipient has otherwise abused the Medicaid program.

(27) When the Agency for Health Care Administration has
made a probable cause determination and alleged that an
overpayment to a Medicaid provider has occurred, the agency,
after notice to the provider, shall:

(a) Withhold, and continue to withhold during the pendency
of an administrative hearing pursuant to chapter 120, any
medical assistance reimbursement payments until such time as the
overpayment is recovered, unless within 30 days after receiving
notice thereof the provider:

1. Makes repayment in full; or

2. Establishes a repayment plan that is satisfactory to the
Agency for Health Care Administration.

(b) Withhold, and continue to withhold during the pendency
of an administrative hearing pursuant to chapter 120, medical
assistance reimbursement payments if the terms of a repayment
plan are not adhered to by the provider.

(28) Venue for all Medicaid program integrity cases lies in
Leon County, at the discretion of the agency.

(29) Notwithstanding other provisions of law, the agency
and the Medicaid Fraud Control Unit of the Department of Legal
Affairs may review a provider’s Medicaid-related and non-
Medicaid-related records in order to determine the total output
of a provider’s practice to reconcile quantities of goods or
services billed to Medicaid with quantities of goods or services

used in the provider’s total practice.
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(30) The agency shall terminate a provider’s participation
in the Medicaid program if the provider fails to reimburse an
overpayment or pay an agency-imposed fine that has been
determined by final order, not subject to further appeal, within
30 days after the date of the final order, unless the provider
and the agency have entered into a repayment agreement.

(31) If a provider requests an administrative hearing
pursuant to chapter 120, such hearing must be conducted within
90 days following assignment of an administrative law Jjudge,
absent exceptionally good cause shown as determined by the
administrative law judge or hearing officer. Upon issuance of a
final order, the outstanding balance of the amount determined to
constitute the overpayment and fines is due. If a provider fails
to make payments in full, fails to enter into a satisfactory
repayment plan, or fails to comply with the terms of a repayment
plan or settlement agreement, the agency shall withhold
reimbursement payments for Medicaid services until the amount
due is paid in full.

(32) Duly authorized agents and employees of the agency
shall have the power to inspect, during normal business hours,
the records of any pharmacy, wholesale establishment, or
manufacturer, or any other place in which drugs and medical
supplies are manufactured, packed, packaged, made, stored, sold,
or kept for sale, for the purpose of verifying the amount of
drugs and medical supplies ordered, delivered, or purchased by a
provider. The agency shall provide at least 2 business days’
prior notice of any such inspection. The notice must identify
the provider whose records will be inspected, and the inspection

shall include only records specifically related to that
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2002| provider.
2003 (33) In accordance with federal law, Medicaid recipients
2004 convicted of a crime pursuant to 42 U.S.C. s. 1320a-7b may be
2005 limited, restricted, or suspended from Medicaid eligibility for
2006 a period not to exceed 1 year, as determined by the agency head
2007 or designee.
2008 (34) To deter fraud and abuse in the Medicaid program, the
2009 agency may limit the number of Schedule II and Schedule TIII
2010 refill prescription claims submitted from a pharmacy provider.
2011 The agency shall limit the allowable amount of reimbursement of
2012| prescription refill claims for Schedule II and Schedule III
2013| pharmaceuticals if the agency or the Medicaid Fraud Control Unit
2014 determines that the specific prescription refill was not
2015 requested by the Medicaid recipient or authorized representative
2016 for whom the refill claim is submitted or was not prescribed by
2017 the recipient’s medical provider or physician. Any such refill
2018 request must be consistent with the original prescription.
2019 (35) The Office of Program Policy Analysis and Government
2020| Accountability shall provide a report to the President of the
2021 Senate and the Speaker of the House of Representatives on a
2022| biennial basis, beginning January 31, 2006, on the agency’s
2023 efforts to prevent, detect, and deter, as well as recover funds
2024 lost to, fraud and abuse in the Medicaid program.
2025 (36) The agency may provide to a sample of Medicaid
2026 recipients or their representatives through the distribution of
2027| explanations of benefits information about services reimbursed
2028| by the Medicaid program for goods and services to such

2029 recipients, including information on how to report inappropriate

2030 or incorrect billing to the agency or other law enforcement
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2031 entities for review or investigation, information on how to
2032 report criminal Medicaid fraud to the Medicaid Fraud Control
2033 Unit’s toll-free hotline number, and information about the
2034 rewards available under s. 409.9203. The explanation of benefits
2035| may not be mailed for Medicaid independent laboratory services
2036| as described in s. 409.905(7) or for Medicaid certified match
2037 services as described in ss. 409.9071 and 1011.70.
2038 (37) The agency shall post on its website a current list of
2039| each Medicaid provider, including any principal, officer,
2040| director, agent, managing employee, or affiliated person of the
2041| provider, or any partner or shareholder having an ownership
2042 interest in the provider equal to 5 percent or greater, who has
2043| been terminated for cause from the Medicaid program or
2044 sanctioned under this section. The list must be searchable by a
2045| wvariety of search parameters and provide for the creation of
2046 formatted lists that may be printed or imported into other
2047 applications, including spreadsheets. The agency shall update
2048 the list at least monthly.
2049 (38) In order to improve the detection of health care
2050 fraud, use technology to prevent and detect fraud, and maximize
2051 the electronic exchange of health care fraud information, the
2052 agency shall:
2053 (a) Compile, maintain, and publish on its website a
2054| detailed list of all state and federal databases that contain
2055| health care fraud information and update the list at least
2056| biannually;
2057 (b) Develop a strategic plan to connect all databases that

2058 contain health care fraud information to facilitate the

2059| electronic exchange of health information between the agency,
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the Department of Health, the Department of Law Enforcement, and
the Attorney General’s Office. The plan must include recommended
standard data formats, fraud identification strategies, and
specifications for the technical interface between state and
federal health care fraud databases;

(c) Monitor innovations in health information technology,
specifically as it pertains to Medicaid fraud prevention and
detection; and

(d) Periodically publish policy briefs that highlight
available new technology to prevent or detect health care fraud
and projects implemented by other states, the private sector, or
the Federal Government which use technology to prevent or detect
health care fraud.

Section 37. Subsection (6) of section 429.11, Florida
Statutes, is amended to read:

429.11 Initial application for license; provisional

license.—
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Section 38. Subsection (9) of section 429.19, Florida
Statutes, 1is amended to read:
429.19 Violations; imposition of administrative fines;

grounds.—
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429.905 Exemptions; monitoring of adult day care center
programs colocated with assisted living facilities or licensed
nursing home facilities.—

(2) A licensed assisted living facility, a licensed
hospital, or a licensed nursing home facility may provide
services during the day which include, but are not limited to,
social, health, therapeutic, recreational, nutritional, and
respite services, to adults who are not residents. Such a
facility need not be licensed as an adult day care center;
however, the agency must monitor the facility during the reqgular
inspection and—atIteastbienniatly to ensure adequate space and
sufficient staff. If an assisted living facility, a hospital, or
a nursing home holds itself out to the public as an adult day
care center, it must be licensed as such and meet all standards
prescribed by statute and rule. For the purpose of this
subsection, the term “day” means any portion of a 24-hour day.

Section 41. Section 429.929, Florida Statutes, is amended
to read:

429.929 Rules establishing standards.—

43> The agency shall adopt rules to implement this part.
The rules must include reasonable and fair standards. Any
conflict between these standards and those that may be set forth
in local, county, or municipal ordinances shall be resolved in
favor of those having statewide effect. Such standards must
relate to:

(1)+&> The maintenance of adult day care centers with
respect to plumbing, heating, lighting, wventilation, and other
building conditions, including adequate meeting space, to ensure

the health, safety, and comfort of participants and protection
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from fire hazard. Such standards may not conflict with chapter
553 and must be based upon the size of the structure and the
number of participants.

(2) 4> The number and qualifications of all personnel
employed by adult day care centers who have responsibilities for
the care of participants.

(3)+e> All sanitary conditions within adult day care
centers and their surroundings, including water supply, sewage
disposal, food handling, and general hygiene, and maintenance of
sanitary conditions, to ensure the health and comfort of
participants.

(4) 4 Basic services provided by adult day care centers.

(5)+e)> Supportive and optional services provided by adult
day care centers.

(6) 45 Data and information relative to participants and
programs of adult day care centers, including, but not limited
to, the physical and mental capabilities and needs of the
participants, the availability, frequency, and intensity of
basic services and of supportive and optional services provided,
the frequency of participation, the distances traveled by
participants, the hours of operation, the number of referrals to
other centers or elsewhere, and the incidence of illness.

(7)+er Components of a comprehensive emergency management

plan, developed in consultation with the Department of Health

and the Division of Emergency Management.
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Section 42. Part I of chapter 483, Florida Statutes, is
repealed, and part II and part III of that chapter are

redesignated as part I and part II, respectively.

(3)

Section 43. of subsection of section
20.43, Florida Statutes,
20.43 Department of Health.—There is created a Department
of Health.
(3)

established:

Paragraph (g)

is amended to read:

The following divisions of the Department of Health are

(g) Division of Medical Quality Assurance, which is
responsible for the following boards and professions established

within the division:

1. The Board of Acupuncture, created under chapter 457.

2. The Board of Medicine, created under chapter 458.

3. The Board of Osteopathic Medicine, created under chapter
459.

4. The Board of Chiropractic Medicine, created under
chapter 460.

5. The Board of Podiatric Medicine, created under chapter
461.

6. Naturopathy, as provided under chapter 462.
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7. The Board of Optometry, created under chapter 463.

8. The Board of Nursing, created under part I of chapter
4604.

9. Nursing assistants, as provided under part II of chapter
4604.

10. The Board of Pharmacy, created under chapter 465.

11. The Board of Dentistry, created under chapter 466.

12. Midwifery, as provided under chapter 467.

13. The Board of Speech-Language Pathology and Audiology,
created under part I of chapter 468.

14. The Board of Nursing Home Administrators, created under
part II of chapter 468.

15. The Board of Occupational Therapy, created under part
IIT of chapter 468.

16. Respiratory therapy, as provided under part V of
chapter 468.

17. Dietetics and nutrition practice, as provided under
part X of chapter 468.

18. The Board of Athletic Training, created under part XIII
of chapter 468.

19. The Board of Orthotists and Prosthetists, created under
part XIV of chapter 468.

20. Electrolysis, as provided under chapter 478.

21. The Board of Massage Therapy, created under chapter
480.

22. The Board of Clinical Laboratory Personnel, created
under part I part—3FF+ of chapter 483.

23. Medical physicists, as provided under part II part—FFE
of chapter 483.
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24. The Board of Opticianry, created under part I of
chapter 484.

25. The Board of Hearing Aid Specialists, created under
part II of chapter 484.

26. The Board of Physical Therapy Practice, created under
chapter 486.

27. The Board of Psychology, created under chapter 490.

28. School psychologists, as provided under chapter 490.

29. The Board of Clinical Social Work, Marriage and Family
Therapy, and Mental Health Counseling, created under chapter
491.

30. Emergency medical technicians and paramedics, as
provided under part III of chapter 401.

Section 44. Subsection (3) of section 381.0034, Florida
Statutes, is amended to read:

381.0034 Requirement for instruction on HIV and AIDS.—

(3) The department shall require, as a condition of
granting a license under chapter 467 or part I part—+F of
chapter 483, that an applicant making initial application for
licensure complete an educational course acceptable to the
department on human immunodeficiency virus and acquired immune
deficiency syndrome. Upon submission of an affidavit showing
good cause, an applicant who has not taken a course at the time
of licensure shall be allowed 6 months to complete this
requirement.

Section 45. Subsection (4) of section 456.001, Florida
Statutes, is amended to read:

456.001 Definitions.—As used in this chapter, the term:

(4) “Health care practitioner” means any person licensed
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2263| under chapter 457; chapter 458; chapter 459; chapter 460;
2264 chapter 461; chapter 462; chapter 463; chapter 464; chapter 465;
2265 chapter 466; chapter 467; part I, part II, part III, part V,
2266| part X, part XIII, or part XIV of chapter 468; chapter 478;

2267 chapter 480; part I or part II partTFf—er
2268 483; chapter 484; chapter 486; chapter 490; or chapter 491.

axrt—FFF of chapter

§o}

2269 Section 46. Paragraphs (h) and (i) of subsection (2) of
2270 section 456.057, Florida Statutes, are amended to read:

2271 456.057 Ownership and control of patient records; report or
2272| copies of records to be furnished; disclosure of information.—
2273 (2) As used in this section, the terms “records owner,”
2274 “‘health care practitioner,” and “health care practitioner’s

2275 employer” do not include any of the following persons or

2276| entities; furthermore, the following persons or entities are not
2277 authorized to acgquire or own medical records, but are authorized
2278 under the confidentiality and disclosure requirements of this
2279 section to maintain those documents required by the part or

2280 chapter under which they are licensed or regulated:

2281 (h) Clinical laboratory personnel licensed under part I
2282| parte—*F+ of chapter 483.
2283 (1) Medical physicists licensed under part II parte—F++E of

2284 chapter 483.
2285 Section 47. Paragraph (j) of subsection (1) of section
2286 456.076, Florida Statutes, i1s amended to read:

2287 456.076 Impaired practitioner programs.—
2288 (1) As used in this section, the term:
2289 (J) “Practitioner” means a person licensed, registered,

2290 certified, or regulated by the department under part III of
2291 chapter 401; chapter 457; chapter 458; chapter 459; chapter 460;
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chapter 461; chapter 462; chapter 463; chapter 464; chapter 465;
chapter 466; chapter 467; part I, part II, part III, part V,

part X, part XIII, or part XIV of chapter 468; chapter 478;

chapter 480; part I or part Il part—Ff—er—part—FEtE of chapter

483; chapter 484; chapter 486; chapter 490; or chapter 491; or
an applicant for a license, registration, or certification under
the same laws.

Section 48. Paragraph (b) of subsection (1) of section
456.47, Florida Statutes, i1s amended to read:

456.47 Use of telehealth to provide services.—

(1) DEFINITIONS.—As used 1in this section, the term:

(b) “Telehealth provider” means any individual who provides
health care and related services using telehealth and who is
licensed or certified under s. 393.17; part III of chapter 401;
chapter 457; chapter 458; chapter 459; chapter 460; chapter 461;
chapter 463; chapter 464; chapter 465; chapter 466; chapter 467;
part I, part III, part IV, part V, part X, part XIII, or part
XIV of chapter 468; chapter 478; chapter 480; part I or part II

part—TtF—eorpart—FFF of chapter 483; chapter 484; chapter 486;
chapter 490; or chapter 491; who is licensed under a multistate
health care licensure compact of which Florida is a member
state; or who is registered under and complies with subsection
(4) .

Section 49. This act shall take effect July 1, 2020.
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be placed on the:

[] committee agenda at your earliest possible convenience.

XI  next committee agenda.
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Senator Aaron Bean
Florida Senate, District 4

File signed original with committee office $-020 (03/2004)
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POLICY ANALYSIS

1. EXECUTIVE SUMMARY

The proposed bill is the Agency for Health Care Administration’s regulatory reform proposal. The bill makes
substantive, technical, and clarifying changes to current law.

Major changes include:

Risk-based licensure inspections for health care facilities and providers - Provide flexibility to inspect
high-performing health care facilities less frequently than poor performers. Maximizes staffing
resources to focus on higher risk and lower performing facilities and providers.

Specify that health care clinic licensure is not required for Medicaid enroliment.

Create an exemption to health care clinic licensure for federally certified providers - Creating a health
care clinic exemption for community mental health center-partial hospitalization programs, portable x-
ray providers and rural health care clinics aligns these programs with other federally certified providers
and would provide an exemption for approximately 200 providers. Certification requirements are more
stringent than health care clinic licensure standards.

Minor changes include:

Repeal of duplicative multiphasic health testing center licensure - Multiphasic health testing centers
collect specimens and perform tests for review by licensed health care practitioners, such as height,
weight, blood pressure and EKGs. Most centers are also certified as clinical laboratories under the
federal Clinical Laboratory Improvement Amendments (CLIA). Repeal of this provider type eliminates
duplication. Current licenses: 187.

Expand the Agency’s ability to issue a provisional license to all provider types - Current law authorizes
a provisional license for all provider types during a change of ownership or litigation case, but a
provisional license for initial applicants is only available for assisted living facilities. The bill will expand
the authority for provisional licenses for all licensed providers and other types of applications.

Modify frequency of birth centers reports to the Agency — Replace the annual requirement for birth
center reporting to allow more frequent submission as defined by rule of data regarding number of
hospital transfers, and infant and maternal deaths.

Update background screening regulations for staff in health care providers - Provide clarity that
Medicaid providers must screen those employees who provide personal care or services directly to
Medicaid beneficiaries or have access to beneficiary funds, personal property, or living areas. Align
terms in licensure to eliminate confusion regarding contract staff.

Technical changes:

Medicaid authority for retrospective review of hospital payments - Eliminate a perceived contradiction
that 409.905, F.S., supersedes 409.913, F.S., which currently limits the Agency’s Medicaid program
integrity efforts to audit and recover overpayments and inappropriate payments.

Strengthen authority to collect legal fees in licensure and Medicaid overpayment cases - Adopt
language modeled after Department of Health practitioner cases language to clarify the authority to
recover attorney’s fees on Medicaid Program Integrity and licensure legal cases. Based on a recent
DOAH case, this clarification is necessary; the Agency spends significant funds defending
overpayment cases.




o Clarifying the definitions and licensure requirements related to home health agencies - Removes
staffing services as a requirement of home health agency licensure and replaces the term
“organization” with “person or entity” to align to the language with uniform licensing requirements.
Clarifies home health agency exemptions. Addresses a gap to require applicants for change or
ownership and the addition of skilled services to provide proof of accreditation.

e Listing hospital beds on the license - Oversight issue with the repeal of hospital Certificate of Need
law. Current law states that only those beds for which there is a “need” methodology are to be listed on
the hospital licenses.

¢ Repeal an unenforceable annual assessment - 395.7015, F.S. required ambulatory surgical centers
and diagnostic imaging centers to pay a Public Medical Assistance Trust Fund (PMATF) assessment
on health care entity revenue. Upon implementation of the law in 2000, the statute was immediately
challenged in court and found to be unconstitutional. The Agency has never collected assessments
under the statute. All rules referencing the statute were repealed. The statute is unenforceable.

¢ Repeal reference to an administrative rule in statute - The proposal would remove reference to a rule
number that has been repealed and replaced with another rule related to health care data collection.

e Update requirements for approval of comprehensive emergency management plans for newly licensed
facilities — create consistency across provider types.

¢ Replace legislatively mandated reports with online publications and repeal obsolete reports - E-
prescribing, Emergency Department Utilization Report, Expenditures Report, Florida Center Annual
Report, Assisted Living Facility Sanction Report, Health Flex Program Annual Report, Cover Florida
Annual Report, Hospice Annual Report.

e Delete health care clinic surety bond language in health care clinic law - No providers have selected
the option of posting this bond in lieu of demonstrating proof of financial ability to operate.

e Addition of definition of “urgent care center” for health care clinics - Health care clinic law states all
clinics must publish a schedule of charges for the services offered to patients. Current text goes on to
state an “urgent care center,” which is defined in hospital statute but not health care clinic statute, must
post these charges in its reception area. The posting must be of a specific type and size. Providers are
often confused as to whether all health care clinics or only “urgent care centers” must post charges.
Clarification is needed in health care clinic statute.

2. SUBSTANTIVE BILL ANALYSIS

1. PRESENT SITUATION:

Birth center reports to the Agency — Section 383.327, F.S.

Licensed birth centers are required per s. 383.327, F.S., to submit an annual report to the Agency
summarizing the services provided by the birth center. The current reporting period is July 1 through June 30
and is due no later than July 30. The report must be submitted on AHCA Form 3130-3004, which is only
available through the Agency’s online portal. Once complete, the birth center certifies the entries and the data
is electronically transmitted to the Agency. The data does not attribute services to individual practitioners.

Midwives licensed pursuant to s. 467, F.S., are required to submit the Annual Report of Midwifery Practice on
form DH-MQA 5011 to the Department of Health (DOH). The reporting period is July 1 through June 30 and is
due no later than July 31. The report collects the services provided by a licensed midwife. It does not
attribute services to specific licensed facilities such as birth centers or hospitals.




Data collected by the Agency and DOH are similar, serving separate purposes. Both reports collect the
number of:
e Maternal clients accepted for care
Births/deliveries
Episiotomy/laceration repairs
Maternal transfers, including when, why, and health status
Newborn transfers, including when, why and health status
Newborn deaths, including specific details
Fetal/stillborn deaths, including specific details

Additional information collected by the Agency includes births by birth weight, shortest, longest and average
length of stay in the birth center, and number of circumcisions performed.

Additional information collected by DOH includes number of initial maternal visits, number of assigned
licensed midwife students, number delivered at home or birth center or hospital, number of unplanned breach
or multiple births, number of primary and subsequent vaginal birth after cesarean deliveries, number of water
births and number of maternal deaths. Submission of an annual report does not allow this information to be
reviewed in a timely manner and used during the inspection process.

Listing hospital beds on the license — Section 395.003(4), F.S.

Section 395.003(4), F.S., states that only beds for which there is a “need” methodology are to be listed on a
hospital license. HB 21, Hospital Licensure (2019 Legislative Session) removes certificate of need
requirements for hospitals in a tiered approach with the final change occurring July 1, 2021. Without a change
to law in s. 395.003(4), F.S., current language would result in specialty hospital beds, such as neonatal
intensive care beds, incorrectly being reported as general acute care beds on the face of the license.

Unenforceable annual assessment — Sections 395.7015 and 395.7016, F.S.

Section 395.7015, F.S., required ambulatory surgical centers and diagnostic imaging centers to pay a Public
Medical Assistance Trust Fund (PMATF) assessment on health care entity revenue. Upon implementation of
the law several years ago, the statute was immediately challenged in court and found to be unconstitutional,
so repeal is being sought. The case was Hameroff v. PMATF, 911 So. 2nd 827 (Fla. 1st DCA 2005).

The Agency does not collect revenue data for ambulatory surgical centers and diagnostic imaging centers as
it does for hospitals. Applying a methodology based on national data estimates the Agency may expect to
collect $22 million annually and $16 million annually from ambulatory surgical centers and diagnostic imaging
centers, respectively, if the statute was constitutional. However these estimates are not based on Florida
specific data due to the inability to collect revenue data aforementioned. The hospital assessments totaled
$690 million for the most recent year, 2018.

Health care provider risk-based licensure inspections — Sections 400.19, 400.605, 429.35, 429.905,
429.929

Health care facilities and providers licensed by the Agency are generally required by statute to have a biennial
licensure inspection. Sections 400.19, 400.605, 429.35, 429.905 and 429.929 references the nursing home,
hospice, assisted living facility and adult day care center inspection cycles. As the number of Florida
providers continues to grow, resources are strained by this requirement to treat all providers equally. Currently
uniform licensing requirements in s. 408.811, require biennial inspections unless otherwise specified in
statutes or rules. However, other regulatory programs like Medicare, allow for extended inspection periods
(greater than biennial) for some health care provider types such as home health, hospice and dialysis centers.
The number of health care facilities and providers in Florida continues to grow as our state population grows.
Current law does not authorize any flexibility to spend less time inspecting providers with good regulatory
performance to allow the agency to devote more resources to those providers with problematic performance.

Specific provider changes:




Nursing Homes: s. 400.19, F.S., requires nursing homes be inspected every 15 months. Federal regulations
(42 CFR 488.308(a)) for nursing homes allow up to 15 months between inspections, however, recent
comments by the Federal Centers for Medicare and Medicaid Services have expressed an interest in allowing
more flexibility for high performing providers. This section also requires a nursing home be placed on a 6-
month inspection cycle for two years based on certain deficiencies. In some cases, a nursing home may have
an isolated incident and not warrant the enhanced oversight for the full two-year period. The fine for the 6-
month inspection period is $6,000 for the two extra inspections.

Hospice: s. 400.605, F.S., addresses program specific language related to the frequency of hospice
inspections. This section references annual inspections with a biennial option for a record of compliance.
Assisted living facilities: s. 429.35(2), F.S., requires ALFs receive biennial licensure inspections. Chapter
408., Part Il also requires biennial licensure inspections.

Adult day care centers: s. 429.905(2), F.S. and s. 429.929, F.S., require biennial licensure inspections.
Chapter 408, Part 1l also requires biennial licensure inspections.

Home health agency licensure — Sections 400.462, 400.464, 400.471, 400.492, 400.497, 400.506 and
400.509 F.S.
Currently, the definition of a home health agency in section 400.462(12), F.S., requires an organization to
provide both home health and staffing services. If an organization provides only home health services, it does
not meet the definition of a home health agency, which is not the intent of the law to ensure proper licensure.
Staffing services are defined in ss. 400.462(30), F.S., to include services provided to health care facilities,
schools, and other business entities by health care personnel employed by or working under the auspices of a
licensed home health agency or nurse registry.
Home health services are defined in section 400.462(14), F.S. as the following services that are provided by
an organization.

e Nursing care.

e Physical, occupational, respiratory, or speech therapy.

e Home health aide services.

¢ Dietetics and nutrition practice and nutrition counseling.

e Medical supplies, restricted to drugs and biologicals prescribed by a physician.
As stated in the definition, the term “home health services” includes organizations that provide one or more of
these services, which conflicts with the definition of “organization” in s. 400.462(22).

The definition of "organization” in section 400.462(22), F.S. is problematic because the term “health care
discipline” contained within the definition of an organization is not itself defined in statute. It is not clear as to
which health care professional licenses, fields or professions are covered under a single discipline (i.e.
occupational and physical therapy). Providers question the need for a license if employing or contracting both
occupational and physical therapists to provide health care services in the home. Additionally, as defined, an
organization does not include an individual, creating a loophole for an individual to employ health care
personnel for the provision of home health services without having to obtain a license. The term organization
is used in multiple definitions in section 400.462 and in sections 400.464, 400.492, and 400.509, F.S., and
creates a conflict with Chapter 408, Part II, the Agency’s uniform licensing statute, because an organization
does not include persons but entities only.

Home health agencies providing skilled care services are required to maintain accreditation as a condition of
licensure. As provided in section 400.471(2)(g), applicants for initial licensure, change of ownership or the
addition of skilled care services must submit proof of accreditation or application for accreditation with an
application for licensure, however only “initial” licensure applicants are required to provide evidence of
accreditation and a survey demonstrating compliance with applicable licensure requirements prior to receiving
a license from the Agency.

Legislatively mandated reports

The Agency is required by law to publish several reports:
Hospice annual report — s. 400.60501, F.S. - this report has historically been published by the Department of
Elder Affairs. The requirement was amended in 2017 to include national hospice outcome measures to be




published by December 31, 2019. Florida Health Finder also displays information related to hospices for
consumers.

E-prescribing - s. 408.061, F.S. - The Agency hosts a website where E-prescribing information is updated
quarterly at http://fhin.net/eprescribing/dashboard/index.shtml.

Emergency Department Utilization Report —s. 408.062 (1)(i). An annual report is produced and data is
available using the Agency’s discharge data query tool in Florida Health Finder. Report intended to analyze
patient acuity level and the implication of increasing hospital cost by providing non-urgent care in emergency
departments. Recent reports have demonstrated that low acuity level patients are not utilizing the emergency
department nearly as much as in prior years.

Florida Center Annual Report — s. 408.062(1)(j). An annual report is produced and data is available online
through Florida Health Finder.

Health Flex Report — s. 408.909. The Health Flex Plan program was a pilot program established to benefit
low-income families that were not eligible for public assistance programs and were not covered by private
insurance. There were initially only three plans in limited service areas available for consumers. There is
currently only one reaming Health Flex Plan with less than 300 members.

Cover Florida Report — s. 408.9091. There are currently no plans participating in the Cover Florida Health
Care Access Program. The last participating health plan terminated its Cover Florida policies in January of
2015. With the establishment of the Affordable Care Act, Cover Florida polices essentially became moot.

Assisted living sanctions Report — s 429.19(9) requires the Agency to publish and disseminate an annual list
of ALFs sanctioned or fined. Fine information of all ALFs is available on the Florida Health Finder website as
required by 429.55(2), F.S.

Annual Expenditures — s. 408.063, F.S. The data used to generate the Expenditures Report is not available
until several years after the reporting period. The Agency publishes the current year report utilizing the
available data from three years prior, making it stale on the publishing date. An Agency data analytics staff
member spends three weeks per year preparing the report. This staff member is highly utilized for high priority
data analytical projects. The dashboard associated with this report received only 14 website hits in a year’s
time span.

Considerable Agency staff time can be spent preparing formal reports required however, information is
routinely published online.

Health care clinic licensure exemptions - Section 400.9905, F.S.

There are currently over 14 exemptions listed in the health care clinic licensure laws. Many of these
exemptions align with low risk indicators such as an entity already regulated by the Agency as a health care
provider for licensure and/or federal certification purposes, a health care establishment or profession
otherwise regulated by the Department of Health, a non-profit entity, or an entity with substantial financial
commitment.

Comprehensive outpatient rehabilitation facilities (42 C.F.R. part 485, subpart B), outpatient physical therapy
and speech-language pathology providers (42 C.F.R. part 485, subpart H), end stage renal diseases (42
C.F.R. part 494) and clinical laboratories are federally certified providers regulated by the Agency and qualify
for an exemption from health care clinic licensure. Current health care clinic exemption law does not provide
an exemption for federally certified community mental health center-partial hospitalization programs (42
C.F.R. part 485, subpart J), portable x-ray providers (42 C.F.R. part 486, subpart C) and rural health care
clinics (42 C.F.R. part 491, subpart A), which are also regulated by the Agency.

During the 2019 Legislative session, proviso language created two additional exemptions from clinic licensure
for entities owned be an insurance holding company with over $1 billion in annual sales and entities owned by
a behavioral health provider in at least five states with $90 million in annual revenues from behavioral health.
These exemptions are in effect until June 30, 2020.




Unless exempt, providers that meet the definition of health care clinic must obtain a license, and providers
that participate in Medicaid must meet all applicable state laws. Medicaid recently initiated rule-making to add
licensure as a health care clinic when required by law to be a pre-requisite to enrollment as a Medicaid
provider. Over 20,000 providers have been identified as possibly requiring a health care clinic license to
remain in Medicaid; some will likely meet an exemption, however an estimated 13,000 may require licensure
to meet Medicaid requirements by December 2020. The Agency asked for 13 positions support this workload
through a legislative budget request. The health care clinic laws were originally implemented to address
Personal Injury Protect insurance exploitation. Medicaid has many program integrity protections in place to
address abuse.

Health care clinic surety bonds — Section 400.991(3)(c), F.S.

Health care clinic law in s. 400.991(3)(c), F.S., states that as an alternative to submitting documentation of
proof of financial ability to operate for initial or change of ownership licensure, a clinic applicant may file a
surety bond. No health care clinics have utilized this law submit a surety bond in lieu of proof of financial
ability to operate.

Definition of “urgent care center” — Section 400.9935(1)(l), F.S.

Health care clinic law states in s. 400.9935(1)(i), F.S., that all clinics must publish a schedule of charges for
the services offered to patients. Current section references “urgent care center” for the purposes of posting
charges but does not provide a definition. Urgent care center is defined in s. 395, Part I, F.S. Providers are
often confused as to whether all health care clinics or only “urgent care centers” must post charges. The term
“publish” is not defined.

Statutory reference to specific data collection rule — Section 408.061, F.S.

Section 408.061, F.S., related to data elements reported by providers to the Agency’s Florida Center currently
includes reference to an administrative rule 59E-7.012, Florida Administrative Code which was repealed and
replaced with 59E-7.021-7.030, F.A.C.

Multiphasic health testing center licensure — Part | of Chapter 483, F.S., 408.33, 408.803

Multiphasic health testing centers, currently regulated under Part | of Chapter 483, F.S., are facilities where in
addition to taking specimens from the human body for delivery to registered clinical laboratories for analysis,
certain measurements such as height and weight determinations, blood pressure determinations, limited
audio and visual tests, and electrocardiograms are also made. These additional services are not required to
be provided by licensed personnel but can be provided by a medical assistant that is certified or registered
through a national organization. These clinics would also fall under the definition of a health care clinic in
Chapter 400, Part X, however, are exempt since they are already regulated by the Agency.

As of January 21, 2020, there are 187 multiphasic health testing centers licensed in Florida. Of these, 69 are
owned and operated by Laboratory Corporation of America and 111 are owned and operated by Quest
Diagnostics, including one out-of-state center. Both Laboratory Corporation of America and Quest
Diagnostics also own and operate several clinical laboratories throughout the state that are regulated under
the federal Clinical Laboratory Improvement Amendments (CLIA). The remaining 7 multiphasic health testing
centers are owned by Professional Health Examiners, Inc. After reviewing online the services provided by
ProHealth it appears these are basically walk-in clinics. Services are provided by licensed personnel under
the direction of a medical director and the company does not bill insurance and thus would also be exempt
from health care clinic licensure as would those centers owned and operated by clinical laboratories regulated
under the federal CLIA.

The Agency assesses a biennial licensure fee and health care assessment fee. The Agency collects an
estimated $89,071.84 annually ($178,143.68 biennially). There are 187 multiphasic health testing centers and
half will renew each year. Licensure cost = $952.64 ($652.64 biennial license fee + $300.00 biennial health
care facility assessment fee). $952.64 licensure fees X 93.5 providers/year = $89,071.84.




In the last eight years (since 2011), there have only been six fine cases imposed against multiphasic health
testing centers. In this timeframe, only 10 complaints were received with none substantiated; 195 deficiencies
have been cited since 2011.

Uniform licensing stature definitions — Section 408.803, F.S.
See information regarding low-risk providers

Provisional licenses — Section 408.806, F.S.

Section 408.806, F.S., allows the Agency the ability to issue a provisional license for all regulated provider
types:
e Before passing a survey to receive an upgraded standard license in the cases of change of
ownerships, or
¢ When the provider is in litigation with the Agency regarding the denying or revoking of a license

However, a provisional license for an assisted living facility may be issued in additional scenarios:
¢ When the provider is making an initial application for licensure (s. 429.11, F.S.)
o If the facility has been licensed for less than two years, the initial extended congregate care license
must be provisional and may not exceed six months (s. 429.07(3)(b)(2), F.S.).

Background screening for health care providers and employees — Sections 408.809 and 409.907, F.S.
The law includes an expired date that allowed an employee who becomes disqualified from employment due
to a law change that adds new disqualifying offenses to continue to work pending a request for an exemption
from disqualification. This authority expired in 2014, however, each year disqualifying offenses can be
changed affecting people who are currently employed.

Seven state agencies participate in the Care Providers Background Screening Clearinghouse authorized in
Chapter 435. Language in s. 408.809(2) allows providers to provide proof of screening from agencies joining
the Clearinghouse to meet screening requirements until such time as the specified agency is fully
implemented in the Clearinghouse. All specified agencies are now fully implemented in the Clearinghouse.
Section 408.809(5) references an obsolete rescreening schedule that has expired.

Background screening requirements for licensure and Medicaid enrollment largely align, however, language is
not consistent related to the staff required to be screened. Some Medicaid managed care plans have
screened all staff beyond those with access to clients. The number of employees affected by this change is
indeterminable.

Comprehensive emergency management plan submission — Section 408.821, F.S.

Requirements for providers required to submit comprehensive emergency management plans (CEMP) to local
emergency management officials and to the Agency varies by each provider’s authorizing statute. Some
provider types like assisted living, require plan approval by local emergency management officials prior to
licensure, however some local jurisdictions will not review plans until the provider is licensed. This make it
impossible for certain providers to comply with the law.

Medicaid Program Integrity hospital retrospective review program — Section 409.905(5)(a), F.S.
The Agency performs routine pre- and post-payment claim reviews to determine the appropriateness of
historical, existing, and future provider reimbursement. Since Medicaid Program Integrity’s inception, the
Agency’s claim review processes have recovered in excess of one billion dollars.

Medicaid Program Integrity (MPI) also conducts provider audits based on probable cause through the Alien
Audit Program, which began in April 2010 under provisions of s. 409.913, F.S. The Alien Audit Program was
developed after a 2009/2010 audit report from the Health and Human Services Office of Inspector General,
mandated that the state return the federal share of erroneous payment for certain hospital claims related to
Emergent Medicaid for Aliens.




Medicaid Program Integrity has recovered millions of dollars in the Alien Audit Program, yet the First District
Court of Appeals ruled that s. 409.905(5)(a), F.S.,! precludes post-payment audits to determine the
appropriateness of reimbursement, including whether prior authorization was obtained under false pretenses.?
The decision relied on and obsolete reference limiting retroactive audits that applied to a program that no
longer exists.

The entire Alien Audit Program, which began in 2010 and included 668 total closed cases, collected
$57,056,455.79. The Agency lost $13,449,595.12 related to 42 cases that have been or will be closed at zero
overpayment due to the First District Court of Appeals ruling. The cases are Lee Memorial Health System Gulf
Coast Medical Center vs. AHCA, No. 1D16-1969 and No. ID16-3975, and Cape Memorial Hospital, Inc. d/b/a
Cape Coral Hospital vs. AHCA, No 1D16-5310.

The Agency’s position that there is no statute of limitations for retrospective reviews. The Centers for
Medicare and Medicaid Services does not consider any time limit with respect to recoupment of the federal
share of overpayments. However, because some laws limit record retention to five year, MPI generally limits
to a five year look back period. The Agency has no distinction related to payment type (fee-for-service or
managed care).

Federal regulation under 42 CFR § 456.23 requires that the Agency have a post-payment review process for
all Medicaid services. Additionally, federal regulation under 42 CFR § 455.12 sets forth requirements of the
State plan for the identification, investigation, and referral of suspected fraud and abuse cases, which includes
compliance with the 42 CFR § 456.23 requirement to have a post-payment review process. Federal regulation
under 42 CFR 455.16, states that one of the possible resolutions to an investigation is seeking recovery of
payments made to the provider.

Medicaid Program Integrity’s annual reports are available at on the Agency’s website here:
http://ahca.myflorida.com/MCHQ/MPI/.

The following illustrated MPI’s recovery activities in recent fiscal years in millions:

FY 2013-14 FY 2014-15 FY 2015-16 FY 2016-17 FY 2017-18
Audits $21.2 $37.8 $19.5 $37.7 $19.9
Costs $0.2 $0.4 $0.2 $0.3 $0.2

Costs may include legal fees, legal costs, and Agency costs. Legal fees are not broken out separately.

Medicaid recovery of cost of litigation— Section 409.913(23)(a), F.S.

The Division of Administrative Hearings (DOAH) ruled that s. 409.913(23)(a), F.S., does not authorize the
Agency to recover full attorney’s fees on Medicaid Program Integrity legal cases. The specific ruling came in
DOAH case number 18-5986F involving Covenant Hospice. The case had an overpayment of $637,973.10
and sanction of $127,594.62 and the Agency was seeking fees and costs in the amount of $330,186.14 as of
February 7, 2019. The Agency has the ability to collect the “costs” amount of the $330,186.14 but not the
“fees” amount. While sympathetic to the Agency’s position, the court felt it was not at liberty to rule in the
Agency’s favor due to the statutory limitation.

The Florida Department of Health (DOH) experienced a similar problem in their previous statute s. 456.624,
F.S. (now renumbered 456.072, F.S.). The First District Court of Appeals ruled that DOH’s previous statute
did not state legal fees, therefore no fees could be collected. An example of case with this ruling is DOAH
case number 1D02-4457 from 2004. As a result, the department made changes to allow for collection of fees
in their current statute, s. 456.072(4), F.S.

2. EFFECT OF THE BILL:

! Cases #1D16-3975, #1D16-5310, #1D16-1969

2409.905(5)(a) F.S. was also intended to eliminate a Medicaid or Department of Children and Families (not Medicaid Program Integrity) retrospective
review program that had been replaced by a prior authorization process



Increasing the frequency of birth center reports to the Agency — Section 383.327, F.S.
Modifying annual birth center reporting in s. 383.327, F.S., will improve the currency and regulatory value of
information reported such as the number of hospital transfers and infant and maternal deaths.

Listing Hospital Beds on the License — Section 395.003(4), F.S.

Elimination of language in s. 395.003(4), F.S., would allow specialty hospital beds to be correctly listed on the
face of the hospital license. The correction is needed in correspondence to the repeal of certificate of need
review requirements for hospitals.

Repeal an unenforceable annual assessment — Section 395.7015, F.S.

The proposed bill removes defunct and unenforceable language from the statute, which was ruled
unconstitutional in 2001. The Agency has never collected assessments under s. 395.7015, F.S. All rules
referencing the statute were repealed.

Health Care Provider Risk-Based Licensure Inspections - Sections 400.19, 400.605, 429.35, 429.905,
429.929

The bill removes references to fixed inspection timeframes from authorizing statutes for nursing homes,
hospice, and adult day care centers. Amendments made to s. 408.811, F.S., will allow the Agency flexibility to
make fewer visits to providers with a good regulatory history, allowing more time with providers with a
problematic history. Because it is important to assure providers remain diligent in maintaining compliance
with regulations and providing sufficient patient and resident protections, the proposal includes the continued
ability for agency staff to enter any facility at any time and an expectation to verify the compliance of those
with a good performance to assure providers can show they are following the law and protecting patients at
any time.

Specific provider changes:

Nursing homes — the bill will remove the maximum of 15-months between nursing home inspections and defer
to the inspection cycle in s. 408.811, F.S. The bill also modifies the requirement to impose a two-year period
of six-month inspections for certain violations; instead, allowing one additional inspection and changes the fine
from $6,000 for the two—year period to $3,000 for the extra inspection. If a facility is cited for a qualifying
deficiency after the additional inspection, the penalty would be imposed again.

Hospice: s. 400.605, F.S., is amended to remove program specific language related to the frequency of
inspections.

Assisted living facilities: s. 429.35(2), F.S., is amended to remove program specific language related to the
frequency of inspections.

Adult day care centers: s. 429.905(2), F.S. and s. 429.929, F.S., require biennial licensure inspections.
Chapter 408, Part Il also requires biennial licensure inspections.

Low-Risk Provider Types - The bill defines specific provider types as low-risk: health care clinics (HCC),
home medical equipment providers (HME), and nurse registries which do not provide residential care and
generally have fewer deficiencies that other provider types. The agency may exempt a low-risk provider from
licensure inspections based on an excellent regulatory history as defined by rule of deficiencies, sanctions,
complaints and other regulatory actions.

Low-Risk Providers — The Agency would conduct validation re-licensure inspections for 10 percent of
exempt providers annually. This process enables less rigid regulatory oversight for high performing providers
while maintaining the authority conduct an inspection at any time.

In the last two fiscal years (FY 2017-18 and FY 2018-19):

e Of the 1,150 current Active HME Providers
o 654 HMEs were either Accredited or O2 exempt from relicensure surveys (this fluctuates)
o 391 were surveyed, and 309 were deficiency free

e Of the 652 Active NR Providers
o 589 were surveyed and 345 were deficiency free

o Of the 2,454 Active HCC Providers
o 2,165 were surveyed and 1,920 were deficiency free
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The following charts illustrate how infrequently deficiencies are cited on low-risk provider types.
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Extended Inspection Period- The Agency may develop rule criteria to inspect other licensed provider types
less frequently for high performing providers including assisted living facilities and others. The Agency would
still conduct a 10% sample review of those facilities that qualify for an extended cycle. Due to prescriptive
federal inspection requirements, this flexibility would not be extended to nursing homes, hospitals or home
health agencies, however the federal process does recognize accreditation for some of these programs where
the agency conducts a sample of validation surveys after an accreditation inspection.

Once rules are promulgated, the Agency expects to shift resources to areas of need. See fiscal comments.

Clarifying the definitions and licensure requirements relating to home health agencies — Sections
400.462, 400.464, 400.492, 400.497, 400.506, 400.509, F.S.

The proposed bill revises the definition of a home health agency in ss. 400.462(12), F.S., to remove staffing
services as a requirement of licensure and clarifies that the provision of home health services may be by
direct or contract staff.

The bill replaces the term “organiz