Florida Senate - 2009 CS for CS for SB 766

By the Committees on Judiciary; and Health Regulation; and
Senator Oelrich
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A bill to be entitled
An act relating to anatomical gifts; amending s.
765.511, F.S.; providing additional definitions;
amending s. 765.512, F.S.; conforming terms; amending
s. 765.513, F.S.; revising the list of donees that may
accept anatomical gifts and the purposes for which
such gifts may be used; amending ss. 765.514, 765.515,
765.5155, and 765.51551, F.S.; conforming terms;
amending s. 765.516, F.S.; revising provisions
relating to a donor’s amendment or revocation of an
anatomical gift; amending s. 765.517, F.S.; revising
provisions relating to a donee’s use of an anatomical
gift at the time of the donor’s death; providing
liability protection for the person making a gift and
for the donor’s estate; amending s. 765.521, F.S.;
conforming terms; amending s. 765.522, F.S.; providing
that the laws of this state govern the interpretation
of a valid document of gift, and that a document of
gift is presumed to be valid; amending ss. 765.53,
765.541, 765.542, 765.543, 765.544, and 765.545, F.S.;
conforming terms; creating s. 765.547, F.S.; requiring
medical examiners and procurement organizations to
cooperate and maximize opportunities for organ
donations; authorizing the Florida Medical Examiners
Commission to adopt rules; amending ss. 408.802 and
408.820, F.S.; conforming terms; providing an

effective date.

Be It Enacted by the Legislature of the State of Florida:
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Section 1. Section 765.511, Florida Statutes, is amended to
read:

765.511 Definitions.—As used in this part, the term:

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

Administration.

(2) “Anatomical gift” or “gift” means a donation of all or

part of a human body to take effect after the donor’s death and

to be used for transplantation, therapy, research, or education.

(3)+4+r “Bank” or “storage facility” means a facility
licensed, accredited, or approved under the laws of any state
for storage of human bodies or body parts hereof.

(4)+2> “Death” means the absence of life as determined, in
accordance with currently accepted medical standards, by the
irreversible cessation of all respiration and circulatory
function, or as determined, in accordance with s. 382.009, by
the irreversible cessation of the functions of the entire brain,
including the brain stem.

(5) “Decedent” means a deceased individual whose body or

body parts may be, or are, the source of an anatomical gift.

(6) “Department” means the Department of Highway Safety and

Motor Vehicles.

(7) “Disinterested witness” means a witness other than a

person listed in s. 765.512(3) or other family member.

(8) “Document of gift” means any of the documents or

mechanisms used in making an anatomical gift under s. 765.514.

(9)43> “Donor” means an individual who makes an anatomical

& gift of all or part of his or her body.

(10) “Donor registry” means a database that contains

Page 2 of 30

CODING: Words strieken are deletions; words underlined are additions.




59
60
61
62
63
64
65
66
67
68
69
70
71
72
73
74
75
76
77
78
79
80
81
82
83
84
85
86
87

Florida Senate - 2009 CS for CS for SB 766

590-02986-09 2009766c2

records of anatomical gifts and amendments to, or revocations

of, such gifts.

(11) “Eye bank” means 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.

(12) “Guardian” means a person appointed pursuant to

chapter 744. The term does not include a guardian ad litem.

(13)+4)» “Hospital” means a hospital licensed, accredited,
or approved under the laws of any state and includes a hospital
operated by the United States Government or a state, or a
subdivision thereof, although not required to be licensed under
state laws.

(14) “Identification card” means an official identification

card issued by a governmental entity, state agency, or

subdivision thereof.

(15) “Organ procurement organization” means an entity that

is designated as an organ procurement organization by the

Secretary of the United States Department of Health and Human

Services and that engages in the retrieval, screening, testing,

processing, storage, or distribution of human organs.

(16) “Part of the body” or “body part” means an organ, eye,

or tissue of a human being. The term does not include the whole

body .

(17)45)» “Physician” or “surgeon” means a physician or
surgeon licensed to practice under chapter 458 or chapter 459 or
similar laws of any state. “Surgeon” includes dental or oral

surgeon.
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(18) “Procurement” means any retrieval, recovery,

processing, storage, or distribution of human organs or tissues

for transplantation, therapy, research, or education.

(19) “Procurement organization” means an organ procurement

organization, eye bank, or tissue bank.

(20) “Reasonably available” means able to be contacted by a

procurement organization in a timely manner without undue

effort, and willing and able to act in a manner consistent with

existing medical protocols necessary for the making of an

anatomical gift.

(21) “Record” means information that is inscribed on a

tangible medium or that is stored in an electronic or other

medium and is retrievable in perceivable form.

(22) “Sign” or “signed” means, with the present intent to

authenticate or adopt a record, to execute or adopt a tangible

symbol, or attach to or logically associate an electronic

symbol, sound, or process with the record.

(23) “Tissue bank” means an entity that is accredited by

the American Association of Tissue Banks or otherwise regulated

under federal or state law to engage in the retrieval,

screening, testing, processing, storage, or distribution of

human tissue.

Section 2. Subsections (1), (4), (5), (o), and (7) of

section 765.512, Florida Statutes, are amended to read:
765.512 Persons who may make an anatomical gift.—

(1) Any person who may make a will may make an anatomical

gift egive—att—eor—part of his or her body fer—eanypurpese
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117 (a) If the decedent makes an anatomical gift by one of the
118 methods listed in s. 765.514 (1), and in the absence of actual

119| notice of contrary indications by the decedent, the document or

120 entry in the donor ergan—and—tissuve registry is legally

121 sufficient evidence of the decedent’s informed consent to donate
122 an anatomical gift.

123 (b) An anatomical gift made by a qualified donor and not
124 revoked by the donor, as provided in s. 765.516, 1is irrevocable
125 after the donor’s death. A family member, guardian,

126 representative ad litem, or health care surrogate may not

127 modify, deny, or prevent a donor’s wish or intent to make an

128 anatomical gift after the donor’s death.

129 (4) A donee may not accept an anatomical gift if the donee
130| has actual notice of contrary indications by the donor or actual

131 notice that an anatomical & gift by a member of a class is

132 opposed by a member of a prior class.
133 (5) The person authorized by subsection (3) may make the
134 anatomical gift after the decedent’s death or immediately before

135 the decedent’s death.

136 (6) An anatomical A gift ef—=tt—erpart—of—abedy

137 authorizes:

138 (a) Any examination necessary to assure medical

139 acceptability of the gift for the purposes intended.

140 (b) The decedent’s medical provider, family, or a third
141| party to furnish medical records requested concerning the
142 decedent’s medical and social history.

143 (7) Once the anatomical gift has been made, the rights of

144 the donee are paramount to the rights of others, except as
145| provided by s. 765.517.
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Florida Statutes,
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is amended to

765.513 Perseons—andentities—thatmay pbeecome Donees;

purposes for which anatomical gifts may be made.—

(1)

The following persons or entities may become donees of

anatomical gifts of bodies or parts of them for the purposes

stated:

(a)4> Any procurement organization or accredited hespitats
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medical or dental school,

college, or

university for education, e research, advancement—ofmedical—or

deant o1 J ] ne )
derntal—seienees therapy, or transplantation.
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+
b)44)> Any individual specified by name for therapy or

transplantation needed by him or her.

(2)

If multiple purposes are set forth in the document of

gift but are not set forth in any priority order,

the anatomical

gift shall be used first for transplantation or therapy,

if

suitable.

If the gift cannot be used for transplantation or

therapy,

the gift may be used for research or education.

3)

Heweswvery The Legislature declares that the public

policy of this state prohibits restrictions on the possible

recipients of an anatomical gift on the basis of race,

religion,

handieap, health status,

gender sex,

national origin,

marital status,

color,

age, physical disability

or economic status, and
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175 such restrictions are herebydeelared void and unenforceable.
176 Section 4. Section 765.514, Florida Statutes, is amended to
177 read:
178 765.514 Manner of making anatomical gifts.—
179 (1) A person may make an anatomical & gift of all or part

180 of his or her body under s. 765.512(1) by:

181 (a) Signing an organ and tissue donor card.

182 (b) Registering online with the ergam—and—tisswe donor
183| registry.

184 (c) Signifying an intent to donate on his or her driver’s
185 license or identification card issued by the Department of

186| Highway Safety and Motor Vehicles. Revocation, suspension,

187| expiration, or cancellation of the driver’s license or

188 identification card does not invalidate the gift.

189 (d) Expressing a wish to donate in a living will or other
190| advance directive.

191 (e) Executing a will that includes a provision indicating
192 that the testator wishes to make an anatomical gift. The gift
193| Dbecomes effective upon the death of the testator without waiting
194 for probate. If the will is not probated or if it is declared
195 invalid for testamentary purposes, the gift is nevertheless
196| wvalid to the extent that it has been acted upon in good faith.
197 (f) Expressing a wish to donate in a document other than a
198| will. The document must be signed by the donor in the presence
199 of two witnesses who shall sign the document in the donor’s
200| presence. If the donor cannot sign, the document may be signed
201 for him or her at the donor’s direction and in his or her

202 presence and the presence of two witnesses who must sign the

203| document in the donor’s presence. Delivery of the document of
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gift during the donor’s lifetime is not necessary to make the
gift valid. The following form of written document is sufficient

1 EESE NN Y £+
T O pPartc OT

He

for any person to make an anatomical gift give—=

his—erherbody for the purposes of this part:

UNIFORM DONOR CARD

The undersigned hereby makes this anatomical gift, if medically
acceptable, to take effect on death. The words and marks below
indicate my desires:
I give:

(a) .... any needed organs, tissues, or eyes;

(b) .... only the following organs, tissues, or eyes

...[Specify the organs, tissues, or eyes]...

for the purpose of transplantation, therapy, medical research,
or education;

(c) .... my body for anatomical study if needed.
Limitations or special wishes, if any:

... (If applicable, list specific donee;this must be arranged in

advance with the donee.) ...

Signed by the donor and the following witnesses in the presence

of each other:

... (Signature of donor)... ... (Date of birth of donor)...
. (Date signed) ... ... (City and State)...
. (Witness) ... ... (Witness)...
. (Address) ... ... (Address) ...

(2) The anatomical gift may be made to a donee listed in s.
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765.513, and the donee may be specified by name.

(3) Any anatomical gift by a health care surrogate

designated by the decedent pursuant to part II of this chapter
or a member of a class designated in s. 765.512(3) must be made
by a document signed by that person or made by that person’s
witnessed telephonic discussion, telegraphic message, or other
recorded message.

Section 5. Section 765.515, Florida Statutes, 1s amended to
read:

765.515 Delivery of donor document.—

(1) If an anatomical & gift is made pursuant to s. 765.521,

the completed donor registration card shall be delivered to the
Department of Highway Safety and Motor Vehicles and the
department must communicate the donor’s intent to the ergan—arnd
£igswe donor registry, but delivery is not necessary to the
validity of the gift. If the donor withdraws the gift, the
records of the Department of Highway Safety and Motor Vehicles
must be updated to reflect such withdrawal and the department
must communicate the withdrawal to the ergam—anrd—+tisswve donor
registry for the purpose of updating the registry.

(2) If an anatomical & gift is made by the donor to a

specified donee, the document of gift, other than a will, may be
delivered to the donee to expedite the appropriate procedures
immediately after death, but delivery is not necessary to the
validity of the gift. The Sweh document of gift may be deposited
in any hospital, bank, storage facility, or registry office that
accepts such documents for safekeeping or to facilitate the
donation of organs and tissue after death.

(3) At the request of any interested party upon or after
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the donor’s death, the person in possession shall produce the
document of gift for examination.

Section 6. Section 765.5155, Florida Statutes, i1s amended
to read:

765.5155 Srgan—and—tisswe Donor registry; education
program.—

(1) The Legislature finds that:

(a) There is a shortage of organ and tissue donors in this
state willing to provide the organs and tissue that could save
lives or enhance the quality of life for many persons.

(b) There is a need to encourage the various minority
populations of this state to donate organs and tissue.

(c) A statewide ergam—and—tisswe donor registry having an
online donor registration process coupled with an enhanced
program of donor education will lead to an increase in the
number of organ and tissue donors registered in this state, thus
affording more persons who are awaiting organ or tissue
transplants the opportunity for a full and productive life.

(2) The agency fer—Health CareAdministratioen and the
Department of Highway Safety and Motor Vehicles shall jointly

contract for the operation of a ar—eorganp—and—tissue donor
registry and education program. The contractor shall be procured
by competitive solicitation pursuant to chapter 287,
notwithstanding any exemption in s. 287.057(5) (f). When awarding
the contract, priority shall be given to existing nonprofit

groups that are based within the state, have expertise working

with ergam—and—tisswve procurement organizations, have expertise
in conducting statewide organ and tissue donor public education

campaigns, and represent the needs of the organ and tissue
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donation community in the state.

(3) The contractor shall be responsible for:

(a) The development, implementation, and maintenance of an

interactive web-based ergamr—and—tisswe donor registry that,

through electronic means, allows for online organ donor
registration and the recording of organ and tissue donation
records submitted through the driver’s license identification
program or through other sources.

1. The registry must be maintained in a manner that allows,
through electronic and telephonic methods, immediate access to
organ and tissue donation records 24 hours a day, 7 days a week.

2. Access to the registry must be through coded and secure
means to protect the integrity of the data in the registry.

(b) A continuing program to educate and inform medical
professionals, law enforcement agencies and officers, other
state and local government employees, high school students,
minorities, and the public about the laws of this state relating
to anatomical gifts and the need for anatomical gifts.

1. Existing community resources, when available, must be
used to support the program and volunteers may assist the
program to the maximum extent possible.

2. The contractor shall coordinate with the head of a state
agency or other political subdivision of the state, or his or
her designee, to establish convenient times, dates, and
locations for educating that entity’s employees.

(c) Preparing and submitting an annual written report to

the agency ferHealth Care Administratien by December 31 of each
year. The report must include:

1. The number of donors on the registry and an analysis of
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the registration rates by location and method of donation;

2. The characteristics of donors as determined from
registry information submitted directly by the donors or by the
Department of Highway Safety and Motor Vehicles;

3. The annual dollar amount of voluntary contributions
received by the contractor;

4. A description of the educational campaigns and
initiatives implemented during the year and an evaluation of
their effectiveness in increasing enrollment on the registry;
and

5. An analysis of Florida’s registry compared with other
states’ donor registries.

(4) Costs for the ergap—and—+tisswve donor registry and
education program shall be paid by the agency ferHealtth ECare
Administration from the funds deposited into the Health Care
Trust Fund pursuant to ss. 320.08047 and 322.08, which are

designated for maintaining the ergam—and—tisswve donor registry
and education program. In addition, the contractor may receive

and use voluntary contributions to help support the registry and

provide education.

(5) The ergan—and—+tissuve donor registry established by this

section is designated as the “Joshua Abbott Organ and Tissue

Registry.”

Section 7. Section 765.51551, Florida Statutes, is amended
to read

765.51551 Srgam—and—Etisswe Donor registry; public records
exemption.—

(1) Information held in the ergan—and—+tisswe donor registry
which identifies a donor is confidential and exempt from s.

Page 12 of 30

CODING: Words strieken are deletions; words underlined are additions.




349
350
351
352
353
354
355
356
357
358
359
360
361
362
363
364
365
366
367
368
369
370
371
372
373
374
375
376
377

Florida Senate - 2009 CS for CS for SB 766

590-02986-09 2009766c2
119.07(1) and s. 24(a), Art. I of the State Constitution.
(2) Such information may be disclosed to the following:

(a) Srgan—tisswe—and—eye Procurement organizations that

FEN S I
C 1O CITOUIT

have been certified by the agency fer Health Care Admint

(0]

for the purpose of ascertaining or effectuating the existence of
a gift under s. 765.522.

(b) Persons engaged in bona fide research if the person
agrees to:

1. Submit a research plan to the agency that specifies the
exact nature of the information requested and the intended use
of the information;

2. Maintain the confidentiality of the records or
information if personal identifying information is made
available to the researcher;

3. Destroy any confidential records or information obtained
after the research is concluded; and

4. Not directly or indirectly contact, for any purpose, any
donor or donee.

(3) This section is subject to the Open Government Sunset
Review Act in accordance with s. 119.15 and shall stand repealed
on October 2, 2013, unless reviewed and saved from repeal
through reenactment by the Legislature.

Section 8. Section 765.516, Florida Statutes, is amended to
read:

765.516 Donor amendment ef—+ftheferms—of or £he revocation

of anatomical £he gift.—

(1) A donor may amend the terms of or revoke an anatomical
gift by:

(a) The execution and delivery to the donee of a signed

Page 13 of 30

CODING: Words strieken are deletions; words underlined are additions.




Florida Senate - 2009 CS for CS for SB 766

590-02986-09 2009766c2

378 statement witnessed by at least two adults, at least one of whom

379 is a disinterested witness.

380 (b) An oral statement that is made in the presence of two
381| persons, one of whom is muwst not be a family member, and
382 communicated to the donor’s family or attorney or to the donee.

383| An oral statement is effective only if the procurement

384| organization, transplant hospital, or physician or technician

385 has actual notice of the oral amendment or revocation before an

386 incision is made to the decedent’s body or an invasive procedure

387 to prepare the recipient has begun.

388 (c) A statement made during a terminal illness or injury
389| addressed to an attending physician, who must communicate the

390 revocation of the gift to the procurement organization £hat—3s

391 certified by thestate.
392 (d) A signed document found on or about the donor’s person.
393 (e) Removing his or her name from the ergan—and—tissue

394 donor registry.

395 (f) A later-executed document of gift which amends or

396 revokes a previous anatomical gift or portion of an anatomical

397 gift, either expressly or by inconsistency.

398 (g) By the destruction or cancellation of the document of

399| gift or the destruction or cancellation of that portion of the

400 document of gift used to make the gift with the intent to revoke
401 the gift.

402 (2) Any anatomical gift made by a will may also be amended

403 or revoked in the manner provided for the amendment or

404 revocation of wills or as provided in paragraph (1) (a)

405 stbseection—1).

406 Section 9. Section 765.517, Florida Statutes, is amended to
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407 read:
408 765.517 Rights and duties at death.—
409 (1) The donee, pursuant to as—speeified—under—the

410| provisiens—of s. 765.515(2), may accept or reject an anatomical

411| +*he gift. If the donee accepts a gift ef+theentire bodyor—=

412| part—ef—+thebody to be used for research or education seiterntifie

413 purposes ether—than o transplant, the donee may authorize

414| embalming and the use of the body in funeral services, subject

415 to the terms of the gift. If the gift is of a part of the body,
416 the donee shall cause the part to be removed without unnecessary
417| mutilation upon the death of the donor and before or after

418 embalming. After removal of the body part, custody of the

419| remainder of the body vests in the surviving spouse, next of

420 kin, or other persons under obligation to dispose of the body.
421 (2) The time of death shall be determined by a physician
422| who attends the donor at the donor’s death or, if there is no

423 such physician, the physician who certifies the death. After

424| death, those physicians or the donor’s primary care amd—3n—Fthe

Hh

425 agbsenrce—ofother gualifiedpersennel—Eth+s physician may
426| participate in, but may skaltd not obstruct, the procedures to
427 preserve the donor’s organs or tissues and may shatt not be paid

428 or reimbursed for such participation by, nor be associated with

429| or employed by, a—am—ergarn procurement organization;—tissue

430| bapk;—er—eye—bank. These physicians may Fhis—physieian shatdt not

431| participate in the procedures for removing or transplanting a

432| part. However, this subsection does not prevent a physician from

433 serving in a voluntary capacity on the board of directors of a

434| procurement organization or participating on any board, council,

435 commission, or similar body related to the organ and tissue
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procurement system.

(3) The e¥garn procurement organizations erganization;
tisswebank;—eor—eye—Pbank, or hospital medical professionals

under the direction thereof, may perform any and all tests to

evaluate the deceased as a potential donor and any invasive
procedures on the deceased body in order to preserve the
potential donor’s organs. These procedures do not include the
surgical removal of an organ or penetrating any body cavity,
specifically for the purpose of donation, until:

(a) It has been verified that the deceased’s consent to

donate appears in the ergap—and—tissuwe donor registry or a
properly executed demner—eard—eor document of gift is located; or
(b) If a properly executed dener—eard—or document of gift

cannot be located or the deceased’s consent is not listed in the

ergan—and—tisswe donor registry, a person specified in s.
5.512(2) or (3) has been located, has been notified of the

death, and has granted legal permission for the donation.

(4) All reasonable additional expenses incurred in the

procedures to preserve the donor’s organs or tissues shall be

reimbursed by the ergarn procurement organization;—tissue—bank;

L 7 banl
O C_YC OTATTIX

(5) A person who acts in good faith and without negligence
in accord with the terms of this part or under the anatomical

gift laws of another state or a foreign country, or attempts to

do so, may not be subject to any civil action for damages, may

not be subject to any criminal proceeding, and may not be

subject to discipline, penalty, or liability in any

administrative proceeding is—smeot—tiablefor damages—inany eivit
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erimirat—proceeding.

(6) The provisions of this part are subject to the laws of
this state prescribing powers and duties with respect to
autopsies.

(7) The person making an anatomical gift and the donor’s

estate are not liable for any injury or damages that result from

the making or use of the gift.

(8) In determining whether an anatomical gift has been

made, amended, or revoked under this part, a person may rely

upon the representation of an individual listed in s. 765.512,

relating to the individual’s relationship to the donor or

prospective donor, unless the person knows that the

representation is untrue.

Section 10. Section 765.521, Florida Statutes, is amended
to read:

765.521 Donations as part of driver license or
identification card process.—

(1) The agency fer—Health CareAdministratioen and the
Department of Highway Safety and Motor Vehicles shall develop
and implement a program encouraging and allowing persons to make
anatomical gifts as a part of the process of issuing
identification cards and issuing and renewing driver licenses.
The donor registration card distributed by the Department of
Highway Safety and Motor Vehicles shall include the information
required by the uniform donor card under s. 765.514 and such
additional information as determined necessary by the
department. The department shall also develop and implement a
program to identify donors+ which includes notations on

identification cards, driver licenses, and driver records or
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such other methods as the department develops to clearly

indicate the individual’s intent to make an anatomical gift

. oo , . .
derate—theFndividualls—organs;—Eissges;—er—eyes. A notation on

an individual’s driver license or identification card that the

individual intends to make an anatomical gift denate—-eorgansy

£issues—eor—eyes satisfies all requirements for consent to organ
or tissue donation. The agency ferHeatlth Core Administration
shall provide the necessary supplies and forms from funds
appropriated from general revenue or contributions from
interested voluntary, nonprofit organizations. The department
shall provide the necessary recordkeeping system from funds

appropriated from general revenue. The Department of Highway

Safety and Motor Vehicles and the agency fer—Healtth Care
Admintstratien shall incur no liability in connection with the
performance of any acts authorized herein.

(2) The Department of Highway Safety and Motor Vehicles,

after consultation with and concurrence by the agency fer—Health
CareAdministratien, shall adopt rules to implement the
provisions of this section according to the provisions of

chapter 120.

(3) Funds expended by the agency ferHealth Care
Administration to carry out the intent of this section may shadd
not be taken from amy funds appropriated for patient care.

Section 11. Section 765.522, Florida Statutes, is amended
to read:

765.522 Duty of eertairn hospital administrators; liability

of hospital administrators and—e¥rgarn procurement organizations+
eye—banks;—and—Etissuwebanks.—

(1Y Thearn 12an~nd 20 o oA~ n Nheoaamm 2+ 017 A oo
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(1)42> If Where, based on accepted medical standards, a

hospital patient is a suitable candidate for organ or tissue

donation,

administrator’s designee shall,

notify the appropriate procurement organization ergans

the hospital administrator or the hospital

at or near the time of death,

SZ r
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Hssgerecovery—program,

donor registry created by s.

which shall access the ergan—and—tissue
765.5155 or any other donor

registry to ascertain the existence of an entry in the registry

which £hat has not been revoked;—=

gift executed by the decedent.

n
T

ror—eardy or a document of

In the absence of an entry in the

donor registry, a document of gift demnereard—organdonation
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other properly executed document,
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the procurement organization

very—proegram shall request:

n, C_YYC,
(a)
s. 765.512(2);

(b)

reor 1
Ly o=

or

surrogate is not reasonably available,

specified in s. 765.512(3),

The patient’s health care surrogate,

If the patient does not have a surrogate,

as authorized in

or the

any of the persons

in the order and manner listed,

of the

11 +
[ R QLLL_Y t/u-\_l—

to consent to the anatomical gift e

decedent’s body for any purpose specified in this part.

as provided in s. 765.512,

opposition,

L

Except

in the absence of actual notice of

consent need only be obtained from the person or

persons in the highest priority class reasonably available.

(3)

A document of gift is valid if madepursuvant—teo—=

reguest—regquired—bythisseetion——shall—Pbe executed in accordance
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with this part or the laws of the state or country where it was

executed and where the person making the anatomical gift was

domiciled, has a place of residence, or was a citizen at the

I
[©)}

B 14
O oL T.

time the document of gift was executed pursuvant—te—s—

i

(4) The agency feorHealth CareAdministratioen shall
establish rules and guidelines concerning the education of
individuals who may be designated to perform the request and the
procedures to be used in making the request. The agency is
authorized to adopt rules concerning the documentation of the
request, where such request is made.

(5) If a document of gift is valid under this section, the

laws of this state govern the interpretation of the document of

gift.

(6) A document of gift or amendment of an anatomical gift

is presumed to be valid unless it was not validly executed or

was revoked.

(7)45> There shall be no civil or criminal

iability

o

Sl S S
(&) 12 A C oo OUcT

against any ergan procurement organization;—eye
bank certified under s. 765.542+ or against any hospital or
hospital administrator or designee who complies—when—ecomptying
with the provisions of this part and agency £he rules ef—+the
rstration or 1if when, in the

ageney—for—Healt
exercise of reasonable care, a request for organ donation is

inappropriate and the gift is not made according to this part

and agency #£he rules ef—+he ageneyforHealth Care
(8) 46> The hospital administrator or a designee shall, at

or near the time of death of a potential e¥garm donor, directly
notify the affiliated organ procurement organization designrated
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581 | by —the UritedStates Pepartment—of Health and Human Serviees of
582 the potential organ donor. The This organ procurement
583 organization must offer any organ from such a donor first to
584| patients on a Florida-based local or state organ sharing
585 transplant list. For the purpose of this subsection, the term
586| “transplant list” includes certain categories of national or
587 regional organ sharing for patients of exceptional need or
588 exceptional match, as approved or mandated by the Organ
589 Procurement and Transplantation Network, or its agent. This
590 notification may not be made to a tissue bank or eye bank in
591 lieu of the organ procurement organization unless the tissue
592 bank or eye bank is also designated as an organ procurement
593| organization by—+theUnited—States Pepartment—ofHealthand Human
594| Serviees.
595 Section 12. Subsections (1), (5), and (6) of section
596 765.53, Florida Statutes, are amended to read:
597 765.53 Organ Transplant Advisory Council; membership;

598 responsibilities.—

599 (1) Thereisherebyecreatedwithin the ogeney for Health
600| CareAdministration A statewide technical Organ Transplant

601| Advisory Council is created within the agency, consisting of

602 twelve members who are physicians licensed under chapter 458 or

603 chapter 459, to represent the interests of the public and the
604 clients of the Department of Health or the agency. FThemembers
605 s '

606| 459+ A person employed by the agency may not be appointed as a
607| member of the council.
608 (5) Members of the council shall receive no compensation,

609| but shall be reimbursed for per diem and travel expenses by the
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610 agency ferHealtth Care Administration in accordance with +he
611| previsiemns—ef s. 112.061 while engaged in the performance of
612 their duties.

013 (6) The responsibilities of the council shall be to

614 recommend to the agency ferHealth Care Administration

615 indications for adult and pediatric organ transplants. The

616| council shall also formulate guidelines and standards for organ
617 transplants and for the development of End Stage Organ Disease

618 and Tissue/Organ Transplant programs. The recommendations,

619| guidelines, and standards developed by the council are

620 applicable only to those health programs funded through the

621 agency fer—Heatth CoreAdministration.

622 Section 13. Section 765.541, Florida Statutes, is amended

623 to read:

624 765.541 Certification of procurement organizations; agency
625 responsibilities engaged—Tn—the procticeof ecadavericeorgan—and
626| +£issuveprecurement.The agency ferHealth Care Administration
627 shall:

628 (1) Establish a program for the certification of

629 organizations, corporations agemeies, or other entities engaged

630 in the procurement of organs, tissues, and eyes for

631| transplantation.+

632 (2) Adopt rules that set forth appropriate standards and
633 guidelines for the program in accordance with ss. 765.541-

634 765.546 and part II of chapter 408. These standards and

635 guidelines must be substantially based on the existing laws of
636| the Federal Government and this state and the existing standards
637 and guidelines of the United Network for Organ Sharing (UNOS),
638 the American Association of Tissue Banks (AATB), the South-
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Eastern Organ Procurement Foundation (SEOPF), the North American
Transplant Coordinators Organization (NATCO), and the Eye Bank
Association of America (EBAA). In addition, the agency fer
Health CareAdministratieon shall, before adopting these

standards and guidelines, seek input from all e¥gan procurement

organizationsy—tissue—banks,—and—eye—banks based in this state.s;
(3) Collect, keep, and make available to the Governor and
the Legislature information regarding the numbers and

disposition of organs, and tissues, and eyes procured by each

certified procurement organization. emtitys

(4) Monitor procurement organizations participating
I I g

(5) Provide for the administration of the Organ and Tissue
Procurement and Transplantation Advisory Board.

Section 14. Section 765.542, Florida Statutes, i1s amended
to read:

765.542 Requirements to engage in organ, tissue, or eye

(1) The requirements of part II of chapter 408 apply to the
provision of services that require licensure pursuant to ss.
765.541-765.546 and part II of chapter 408 and to entities
licensed or certified by or applying for such licensure or

certification from the agency ferHealth Care Administration
pursuant to ss. 765.541-765.546. A person Anp—erganizatieny

agepeyr—or—other—entity may not engage in the practice of organ

procurement in this state without being designated as an organ
procurement organization by the secretary of the United States

Department of Health and Human Services and being appropriately

Page 23 of 30

CODING: Words strieken are deletions; words underlined are additions.




668
669
670
671
672
673
674
675
676
677
678
679
680
681
682
683
684
685
686
687
688
689
690
691
692
693
694
695
696

CODING: Words strieken are deletions;

Florida Senate - 2009 CS for CS for SB 766

590-02986-09 2009766¢c2
certified by the agency fer Health Care Administration. As—used
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physician or organ procurement organization based outside this
state is exempt from these certification requirements if:

(a) The organs are procured for an out-of-state patient who
is listed on, or referred through, the United Network for Organ
Sharing System; and

(b) The organs are procured through an agreement of an

organ procurement organization certified by the state.

(2) A person An—erganization—ageneyr—orother entity may
not engage in tissue procurement in thi
a

appropriately certified as a tissue Db
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(3) A person An—erganizatieon—ageney,—orother entity
not engage in the practice of eye procurement in this state
without being appropriately certified as an eye bank by the
agency ferHealth CareAdministration. As—used—dn—+this
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directors or direct disposers o that retrieve eye tissue for

an eye bank certified under this subsection are exempt from the
certification regquirements under this subsection.
(4) A limited certificate may be issued to a tissue bank or

eye bank, certifying only those components of procurement which

the bank has chosen to perform. The agency fer—Healthtare

Administratien may issue a limited certificate if it determines

Page 24 of 30

words underlined are additions.



Florida Senate - 2009 CS for CS for SB 766

590-02986-09 2009766¢c2
697 that the tissue bank or eye bank is adequately staffed and
698| equipped to operate in conformity with the rules adopted under
699 this section.
700 Section 15. Subsection (3) of section 765.543, Florida
701 Statutes, is amended to read:
702 765.543 Organ and Tissue Procurement and Transplantation
703| Advisory Board; creation; duties.—

704 (3) The board shall:

705 (a) Assist the agency fer—Health CareAdministratien in the
706| development of necessary professional qualifications, including,
707 but not limited to, the education, training, and performance of
708| persons engaged in the various facets of organ and tissue

709| procurement, processing, preservation, and distribution for

710 transplantation;

711 (b) Assist the agency fer Heatth Care Administration in
712| monitoring the appropriate and legitimate expenses associated
713| with organ and tissue procurement, processing, and distribution
714 for transplantation and developing methodologies to assure the
715| uniform statewide reporting of data to facilitate the accurate
716 and timely evaluation of the organ and tissue procurement and
717 transplantation system;

718 (c) Provide assistance to the Florida Medical Examiners
719 Commission in the development of appropriate procedures and

720| protocols to ensure the assuwre continued improvement in the

721 approval and release of potential ergam—and—tissuwe donors by the
722 district medical examiners and associate medical examiners;

723 (d) Develop with and recommend to the agency ferHealth
724 | CareAdministratien the necessary procedures and protocols

725| required to assure that all residents of this state have
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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
witdl—be able to fulfill their organ and tissue requirements
within the limits of the available supply and according to the
severity of their medical condition and need; and

(e) Develop with and recommend to the agency ferHeatth
Core—Administratien any changes to the laws of this state or
administrative rules or procedures ¥eguired to ensure assure
that the statewide organ and tissue procurement and
transplantation system is widtd—pe 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.

Section 16. Section 765.544, Florida Statutes, 1s amended
to read

765.544 Fees; organ and tissue donor education and
procurement.—

(1) In accordance with s. 408.805, an applicant or a
certificateholder shall pay a fee for each application submitted
under this part, part II of chapter 408, and applicable rules.
The amount of the fee shall be as follows:

(a) An initial application fee of $1,000 from organ
procurement organizations and tissue banks and $500 from eye
banks.

(b) Annual fees to be used, in the following order of

priority, for the certification program, the advisory board,
maintenance of the ergar—and—tisswve donor registry, and the
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organ and tissue donor education program imn—the—follewin

XO)

ameuwnts, which may not exceed $35,000 per organization:

1. Each gemerat organ procurement organization shall pay
the greater of $1,000 or 0.25 percent of its total revenues
produced from procurement activity in this state by the
certificateholder during its most recently completed fiscal year
or operational year.

2. Each beme—and tissue procurement organization agerey—o¥
bore—and—tisswe—Pbank shall pay the greater of $1,000 or 0.25

percent of its total revenues from procurement and processing
activity in this state by the certificateholder during its most
recently completed fiscal sear or operational year.

3. Each eye bank shall pay the greater of $500 or 0.25
percent of its total revenues produced from procurement activity
in this state by the certificateholder during its most recently

completed fiscal syear or operational year.

(2) The agency fer—Health CareAdministration shall specify
by rule the administrative penalties for the purpose of ensuring
adherence to the standards of quality and practice required by
this chapter, part II of chapter 408, and applicable rules of
the agency for continued certification.

(3) (a) Proceeds from fees, administrative penalties, and
surcharges collected pursuant to this section must be deposited
into the Health Care Trust Fund.

(b) Moneys deposited in the trust fund pursuant to this
section must be used exclusively for the implementation,
administration, and operation of the certification program and
the advisory board, for maintaining the ergam—and—tisswe donor

registry, and for organ and tissue donor education.
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(4) As used in this section, the term “procurement activity
in this state” includes the bringing into this state for
processing, storage, distribution, or transplantation of organs
or tissues that are initially procured in another state or
country.

Section 17. Section 765.545, Florida Statutes, is amended
to read:

765.545 Physician supervision of cadaveric organ and tissue
procurement coordinators.—6¥gan Procurement organizations+
£issuwe—banks;—and—eyve—banks may employ coordinators+ who are
registered nurses, physician’s assistants, or other medically
trained personnel who meet the relevant standards for ergan
procurement organizations—tissue banks—eoreyebanks—as adopted

by the agency ferHealth Care Administratien under s. 765.541,

to assist in the medical management of organ donors or in the
surgical procurement of cadaveric organs, tissues, or eyes for
transplantation or research. A coordinator who assists in the
medical management of organ donors or in the surgical
procurement of cadaveric organs, tissues, or eyes for
transplantation or research must do so under the direction and

supervision of a +ieensed physician medical director pursuant to

rules and guidelines te—be adopted by the agency ferHealth ECare
Administration. With the exception of organ procurement surgery,
this supervision may be indirect supervision. For purposes of
this section, the term “indirect supervision” means that the
medical director is responsible for the medical actions of the
coordinator, that the coordinator is operating under protocols
expressly approved by the medical director, and that the medical

director or his or her physician designee is always available,
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in person or by telephone, to provide medical direction,
consultation, and advice in cases of organ, tissue, and eye
donation and procurement. Although indirect supervision is
authorized under this section, direct physician supervision is
to be encouraged when appropriate.

Section 18. Section 765.547, Florida Statutes, is created
to read:

765.547 Cooperation between medical examiner and

procurement organization.—

(1) A medical examiner and procurement organization shall

cooperate with each other in order to maximize opportunities to

recover anatomical gifts for the purpose of transplantation,

therapy, research, or education.

(2) The Florida Medical Examiners Commission shall adopt

rules establishing cooperative responsibilities between medical

examiners and procurement organizations to facilitate and

expedite completion of the medical examiner’s responsibilities

under chapter 406 in a manner that will maximize opportunities

to recover anatomical gifts.

(3) This part does not supersede any part of chapter 406

relating to medical examiners and the disposition of dead

bodies.

Section 19. Subsection (30) of section 408.802, Florida
Statutes, is amended to read:

408.802 Applicability.—The provisions of this part apply to
the provision of services that require licensure as defined in
this part and to the following entities licensed, registered, or
certified by the agency, as described in chapters 112, 383, 390,
394, 395, 400, 429, 440, 483, and 765:
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842 (30) Organ, amd tissue, and eye procurement organizations

843| agemeies, as provided under part V of chapter 765.

844 Section 20. Subsection (29) of section 408.820, Florida
845 Statutes, is amended to read:

846 408.820 Exemptions.—Except as prescribed in authorizing
847 statutes, the following exemptions shall apply to specified
848| requirements of this part:

849 (29) Organ, amd tissue, and eye procurement organizations

850| ageneies, as provided under part V of chapter 765, are exempt
851 from s. 408.810(5)-(10).

852 Section 21. This act shall take effect July 1, 2009.

853
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