F L ORI D A H O U S E O F R EPRESENTATI V E S

HB 233 2006

1 A bill to be entitled

2 An act relating to bionedical research; anending s.

3 20.435, F.S.; revising uses for funds credited to the

4 Bi onedi cal Research Trust Fund; anmending s. 381.86, F.S.;

5 providing that the Institutional Review Board within the

6 Department of Health shall not review certain research

7 within the jurisdiction of the Bi omedi cal Research and

8 Et hi cs Oversight Council; creating s. 381.99, F. S, the

9 Florida Better Quality of Life and Bi onedi cal Research

10 Act; providing definitions; providing |legislative

11 findings; creating the Bionedical Research Advisory

12 Council; providing for criteria, appointnment, and terns of
13 nmenbers; authorizing rei nbursenent for per diemand travel
14 expenses; providing duties of the advisory council,
15 including a report to the Governor, the President of the
16 Senate, and the Speaker of the House of Representatives;
17 requiring the Departnent of Health to provide
18 adm ni strative support; creating the Bi onedi cal Research
19 and Et hics Oversight Council to regul ate research
20 procedures and enforce ethical guidelines; providing for
21 criteria, appointnent, and terns of nenbers; authorizing
22 rei mbursenent for per diemand travel expenses; providing
23 duties of the oversight council; providing for a grants-
24 in-aid programfor the purpose of conducting enbryonic or
25 human adult stemcell research; providing that grants-in-
26 aid shall be provided through funds in the Bi onedi cal
27 Research Trust Fund; restricting the use of such funds for
28 research on certain stemcells; providing requirenents
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29 W th respect to the di sposition of human enbryos fol |l ow ng
30 infertility treatnent; requiring the Departnent of Health
31 to develop and maintain on its Internet website a consent
32 form for the donation of certain enbryos; prohibiting
33 purchase or sale of enbryonic fetal tissue for research
34 pur poses; prohibiting certain acts relating to human
35 reproductive cloning; providing penalties; providing an
36 ef fective date.

37
38| Be It Enacted by the Legislature of the State of Florida:
39

40 Section 1. Paragraph (h) of subsection (1) of section

41| 20.435, Florida Statutes, is anended to read:

42 20.435 Departnent of Health; trust funds. --

43 (1) The following trust funds are hereby created, to be
44| adm ni stered by the Departnment of Health:

45 (h) Bionedical Research Trust Fund.

46 1. Funds to be credited to the trust fund shall consist of

47| funds deposited pursuant to ss. s— 215.5601, 288.955, and
48| 381.99. Funds shall be used for the purposes of the Janes and

49| Esther King Bionmedi cal Research Program as specified in ss.
50| 215.5602 and 288. 955 and the purposes of the Florida Better

51| Quality of Life and Bi onedi cal Research Act as specified in s.

52| 381.99. The trust fund is exenpt fromthe service charges
53| inposed by s. 215. 20.
54 2. Notwi thstanding the provisions of s. 216.301 and

55| pursuant to s. 216.351, any balance in the trust fund at the end

56( of any fiscal year shall remain in the trust fund at the end of
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57| the year and shall be available for carrying out the purposes of
58| the trust fund. The departnent may invest these funds

59| independently through the Chief Financial Oficer or may

60| negotiate a trust agreenent with the State Board of

61| Admnistration for the investnent managenent of any bal ance in
62| the trust fund.

63 3. Notw thstanding s. 216.301 and pursuant to s. 216. 351,
64| any bal ance of any appropriation fromthe Bi onedi cal Research
65| Trust Fund which is not disbursed but which is obligated

66| pursuant to contract or conmtted to be expended may be

67| certified by the Governor for up to 3 years follow ng the

68| effective date of the original appropriation.

69 4. The trust fund shall, unless term nated sooner, be
70| termnated on July 1, 2008.

71 Section 2. Subsection (1) of section 381.86, Florida

72| Statutes, is anended to read:

73 381.86 Institutional Review Board. --

74 (1) The Institutional Review Board is created within the

75| Departnent of Health in order to satisfy federal requirenents
76| under 45 C.F.R part 46 and 21 C.F.R parts 50 and 56 that an
77| institutional review board revi ew aH- bi onedi cal and behavi or al
78| research on human subjects which is funded or supported in any

79| manner by the departnment except for research within the

80| jurisdiction of the Bionedical Research and Ethics Oversight

81| Council, which shall be reviewed pursuant to the provisions of
82| s. 381.99.
83 Section 3. Section 381.99, Florida Statutes, is created to
84| read:
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85 381.99 Florida Better Quality of Life and Bi onedi cal
86| Research Act.--
87 (1) SHORT TITLE --This section may be cited as the
88| "Florida Better Quality of Life and Bi onedi cal Research Act."
89 (2) DEFINITIONS. --As used in this section, the term
90 (a) "Adult stemcell"” nmeans an undifferentiated cell found

91| anopng differentiated cells in a tissue or an organ that can

92| renewitself and can differentiate to yield the ngjor

93| specialized cell types of the tissue or organ.

94 (b) "Asexual reproduction” nmeans reproduction not
95| initiated by the union of oocyte and sperm
96 (c) "Enbryonic stemcells" neans cells obtained fromthe

97| undifferentiated i nner mass of an early stage enbryo.

98 (d) "Human reproductive cloning"” neans the practice of

99| creating or attenpting to create a human being by transferring

100 the nucleus froma hunman cell into an egg cell fromwhich the

101| nucleus has been renoved for the purpose of inplanting the

102| resulting product in a uterus or substitute for a uterus to

103| initiate a pregnancy.

104 (e) "In vitro fertilization" neans a technique in which

105 oocytes are fertilized by spermoutside of a wonan' s body

106| resulting in organisns that are not genetically identical to any

107| one existing human.

108 (f) "COocyte" nmeans an i mmture egg cell of the hunan
109| ovary.
110 (g) "Stemcells" neans undifferentiated cells which retain

111| the potential to differentiate into sone or all other cel
112| types.
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113 (3) LEAQ SLATIVE FI NDINGS.--The Legislature finds that:
114 (a) An estimated 130 mllion Anericans suffer from acute,

115 chronic, and degenerative di seases and that there i s enornous

116| potential for lifesaving treatnent and therapy as a result of

117| recent advances in bionedical research

118 (b) Florida is unigue anong all states for its |large

119| projected net population increase within the next 20 years. This

120| increase, in turn, raises significant health care concerns as a

121| new, |arger generation of retirees noves to Florida, resulting

122]| in a corresponding rise in the nunber of persons suffering from

123 il l nesses such as cancer, heart di sease, Al zheiner's D sease,

124| Parkinson's D sease, cerebral palsy, juvenile diabetes

125| atherosclerosis, anyotrophic lateral sclerosis, AlDS, spinal

126| cord injuries, severe burns, osteoporosis, osteoarthritis,

127| cystic fibrosis, nuscul ar dystrophy, nmultiple sclerosis, macul ar

128| degeneration, diabetic retinopathy, retinitis pignentosa,

129| cirrhosis of the liver, notor neuron di sease, brain traunm,

130| stroke, sickle cell anem a, and intestinal diseases.

131 (c) In order to naintain a high quality of life for al

132| Floridians, research into stemcell regenerative therapi es and

133| treatnent should be supported to give hope and relief to the

134 mllions of citizens who suffer in silence from degenerative and

135 crippling diseases.
136 (d) To reduce the burden on the health care
137| infrastructure, the state nust shift its health care objectives

138 fromcostly | ong-termnmai ntenance toward preventi on and cures.
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139 (e) To bolster and advance Florida's burgeoni ng

140| biotechnology industry, the state should provide funds and

141| incentives for private research conpanies to work in the state.

142 (f) The state shoul d advance the goal of scientific and

143| academ c discourse in our universities and help bring its public

144| and private universities to the forefront in bionedical research

145| and technol ogy.

146 (g) It will benefit the econony of the state to create a

147 wi de array of new projects and hi gh-paying jobs relating to

148| bi onedi cal research.

149 (h) It will benefit the state to foster cooperation

150 between the state's universities and private sector research in

151| terns of jobs, resources, and academ ¢ discourse relating to

152| bi onedi cal research.

153 (i) The public funds provided under this section are

154 intended to spur innovation and devel opnment in Florida s

155 bionedi cal technol ogy sector, which will be used to treat

156| debilitating chronic di seases.
157 (4) BI OVEDI CAL RESEARCH ADVI SORY COUNCI L. - -There shall be
158| established a Bionedi cal Research Advisory Council

159 (a) The advisory council shall consist of the Secretary of
160 Health, who shall act as chair, and six additional nenbers, who

161| shall be appointed as foll ows:

162 1. Two persons appointed by the Governor, one of whom

163| shall be an acadenic researcher in the field of stem cel

164| research and one of whom shall have a background in bioethics.

165 2. One person appointed by the President of the Senate,

166 who shall have a background in private sector stemcell funding
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and devel opnent and public sector bionedical research and

f undi ng.
3. One person appointed by the Speaker of the House of

Representatives, who shall have a background in private sector

I VvV E S

2006

stem cell funding and devel opnent and public sector bionedical

research and funding.

4. One person appointed by the Mnority Leader of the

Senate, who shall have a background and experience in either

public or private sector stemcell research and devel opnent.

5. One person appointed by the Mnority Leader of the

House of Representatives, who shall have a background and

experience in business and financial investnents.

Menbers shall serve for terns of 2 years each conmmenci ng on

Cctober 1, 2006. No nenmber shall serve for nobre than two

consecutive 2-year terns. Al initial appointnents nust be nade

by Cctober 1, 2006. The first neeting shall take place no | ater

t han Novenber 1, 2006. Menbers shall neet at |east tw ce
annually, but no nore than four tines annually. Menbers shall

serve wi thout conpensation but shall be reinbursed for per diem

and travel expenses in accordance with s. 112.061.

(b) The nenbers of the advisory council shall work to

provi de an environnment fostering the advancenent of enbryonic

and human adult stemcell research. The advisory council shall:

1. Develop a donated funds program for recomendati on to

the Secretary of Health, to encourage the devel opnent of funds

ot her than state appropriations for enbryonic and human adul t

stemcell research in the state.
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2. Exam ne and identify specific ways to i nprove and

pronpte for-profit and not-for-profit enbryonic and human adul t

I VvV E S

2006

stemcell and related research in the state, including, but not

limted to, identifying both public and private fundi ng sources

for such research, nmaintaining existing enbryoni c and hunan

adult stemcell related busi nesses, recruiting new enbryoni ¢ and

human adult stemcell related businesses to the state, and

recruiting scientists and researchers in such fields to the

state and state universities.

3. Develop a bionedical research grant program for

recomendation to the Secretary Health, which shall provide

grants-in-aid to eligible institutions for the advancenent of

enbryoni ¢ or human adult stemcell research

4. Devel op, no later than Decenber 1, 2006, an application

for grants-in-aid under this section for recommendation to the

Secretary of Health for the purpose of conducting enbryonic or

human adult stem cell research

5. Receive applications fromeligible institutions for

grants-in-aid on and after Decenber 1, 2006, and provide to the

Secretary of Health recommended grant awards.

6. Mnitor the stemcell research conducted by eligible

institutions that receive such grants-in-aid.

(c) The advisory council shall subnmt an annual progress

report on the state of bionedical research in the state to the

Fl orida Center for Universal Research to Eradicate D sease and

to the Governor, the Secretary of Health, the President of the

Senate, and the Speaker of the House of Representatives by June

30. The report rnust include:
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223 1. The amount of grants-in-aid awarded to eligible

224( institutions fromthe Bi onedi cal Research Trust Fund.

225 2. The recipients of such grants-in-aid.

226 3. The current status and progress of stemcell research
227! in the state.

228 4. A list of research projects supported by grants-in-aid

229| awarded under the program

230 5. A list of publications in peer-reviewed journals

231| involving research supported by grants-in-aid awarded under the

232| program
233 6. The total anmount of bionedical research funding

234| currently flowing into the state.

235 7. New grants for bionmedical research that were funded

236| based on research supported by grants-in-aid awarded under the
237| program

238 8. Al other materials the council deens advisable to
239| include.
240 (d) Advisory council nenbers shall disclose any conflict

241| of interest or potential conflict of interest to the Secretary
242| of Heal th.
243 (e) The Departnent of Health shall provide adm nistrative

2441 staff to assist the advisory council in devel oping the

245| application for the grants-in-aid, review ng such applications,

246| nmaki ng recommendations to the advisory council, preparing the

247 witten consent form described in paragraph (7)(b), and

248| perform ng other adm nistrative functions as the advisory

249| council requires or as is deened necessary.
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250 (5) BIOVEDI CAL RESEARCH AND ETHI CS OVERSI GHT

251| COUNCIL.--There shall be established a Bi onedi cal Research and
252| Ethics Oversight Council

253 (a) The oversight council shall consist of seven nenbers,
254| of which the Secretary of Health shall act as chair. The

255| additional nmenbers shall be appointed as foll ows:

256 1. Two persons appointed by the Governor.

257 2. One person appointed by the President of the Senate.
258 3. One person appoi nted by the Speaker of the House of
259| Representatives.

260 4. One person appointed by the Mnority Leader of the
261| Senate.

262 5. One person appointed by the Mnority Leader of the

263| House of Representatives.
264

265| Al nmenbers nust denonstrate know edge and understandi ng of the

266| ethical, nedical, and scientific inplications of enbryonic and

267| adult stemcell research and shoul d al so denpnstrate know edge

268| of related fields, including, but not limted to, genetics,

269| cellular biology, and enbryol ogy. At | east three nenbers shal

270 have practical research experience in stemcell research or

271| related fields. Menbers shall serve for terns of 4 years each

272| conmencing on Cctober 1, 2006. No nenber shall serve for nore

273| than two consecutive 4-year terns. Al initial appointnments nust
274 be made by Cctober 1, 2006. The first neeting shall take place
275 no later than Novenber 1, 2006. Menbers shall neet at | east

276| twice annually, but no nore than four tines annually. Menbers
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277| shall serve w thout conpensation but shall be rei nbursed for per

278| diemand travel expenses in accordance with s. 112.061

279 (b) The oversight council shall review all enbryonic or

280 hunman adult stemcell research which is funded or supported in

281| any manner through the Bi onedi cal Research Trust Fund to ensure

282| the adherence to ethical and safety guidelines and procedures as

283| laid out by federal ethical standards established by the United

284| States Departnent of Health and Hunan Servi ces.
285 (6) BIOVEDI CAL RESEARCH TRUST FUND AND GRANTS- I N- Al D. - -
286 (a) The Secretary of Health shall nmake grants-in-aid from

287| the Bionedical Research Trust Fund in accordance with the

288| provisions of this section.

289 (b) The Departnent of Health shall require any applicant

290| for a grant-in-aid under this section, for the purpose of

291| conducting stemcell research, to subnmt a conplete description

292| of the applicant's organization, the applicant's plans for stem

293| cell research, the applicant's proposed fundi ng for such

294| research from sources other than the state, and the applicant's

295| proposed arrangenents concerning financial benefits to the state

296| as a result of any patent, royalty paynent, or simlar rights

297| resulting fromany stemcell research nade possi ble by the

298| awarding of such grant-in-aid. The Bi onedi cal Research Advisory

299 Council shall provide recomendations to the Secretary of Health

300 with respect to awardi ng such grants-in-aid after considering

301| recommendati ons fromthe Bionedi cal Research and Ethics
302| Oversight Council .

303 (c) Beginning with the 2006-2007 fiscal year, and for 10
304| consecutive years thereafter, not less than $15 nillion shall be
Page 11 of 13

CODING: Words stricken are deletions; words underlined are additions.
hb0233-00



F L ORI D A H O U S E O F R EPRESENTATI V E S

HB 233 2006

305 nmde available annually fromthe Bi onedi cal Research Trust Fund

306 for grants-in-aid to eligible institutions for the purpose of

307| conducting enbryonic or human adult stemcell research as

308| directed by the Bionedical Research Advisory Council. Any

309| bal ance of such amount not used for such grants-in-aid during a

310| fiscal year shall be carried forward for the fiscal year next

311| succeeding for such grants-in-aid.
312 (7) FUNDI NG --Funds provided under this section may only
313| be used for research involving:

314 (a) Human adult stemcells, including, but not limted to,

315 adult stemcells derived fromunbilical cord bl ood and bone

316 mar r ow.

317 (b) Human enbryonic stemcells taken from donated | eftover

318| enbryos fromin vitro fertilization treatnents that woul d

319| otherw se be thrown away or destroyed.

320 1. A physician or other health care provider who is

321| treating a patient for infertility shall provide the patient

322 with tinely, relevant, and appropriate information sufficient to

323| allow the person to nake an inforned and voluntary choice

324| regarding the disposition of any hunan enbryos that renain

325| following infertility treatnent.

326 2. A person to whominformation is provided pursuant to

327| subparagraph 1. shall be presented with the options of storing

328| any unused enbryos, donating themto anot her person, donating

329| the renmining enbryos for research purposes, or sel ecting other

330| neans of disposition.

331 3. A person who elects to donate, for research purposes,

332| any enbryos remaining after receiving infertility treatnent
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333| shall provide witten consent for that donation in a consent

334| formprovided by the Departnment of Health and nade available to

335| the public on the departnent's Internet website.

336 4. A person may not knowi ngly, for nmaterial or financial

337| gain, purchase, sell, or otherw se transfer or obtain, or

338| pronpte the sale or transfer of, enbryonic fetal tissue for

339| research purposes pursuant to this section. Enbryonic and adult

340| stemcell material nay only be donated for research purposes

341 with the inforned consent of the donor. A person who viol ates

342| any provision of this subparagraph conmts a felony of the
343| second degree, punishable as provided in s. 775.082, s. 775.083,
344 or s. 775.084

345 (8) HUMAN REPRODUCTI VE CLONING PROHI BI TI ON  PENALTI ES. - -
346 (a) It is unlawful for any person to know ngly:

347 1. Performor attenpt to perform hunan reproductive

348| cloning.

349 2. Participate or assist in an attenpt to perform hunan

350| reproductive cloning.

351 3. Ship or receive for any purpose an enbryo produced by
352| human reproductive cloning or any product derived from such
353| enbryo.

354 (b) A person who violates any provision of paragraph (a)

355 commits a felony of the second degree, punishable as provided in
356| s. 775.082, s. 775.083, or s. 775.084.
357 Section 4. This act shall take effect July 1, 2006.
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