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Tissue Donation Informed Consent

Meeting to Discuss Draft
Tuesday, December 14, 2004
10:30 a.m.

300 NE

Points to Address

According to the American Association of Tissue Banks, over 1 million tissue
transplants take place each year.

When donor families agree to donate their loved ones tissues, they do so with
the understanding that these gifts will be used to meet important medical needs
and that tissue banks will be stewards of the donation.

The idea of tissue banking as a “commercial” activity, with financial
implications in both non-profit and for-profit settings, is obviously and
understandably disconcerting to donor families.

Therefore, it is my goal to ensure donor families are fully informed that
multiple organizations, both non-profit and/or for-profit, may be involved in
facilitating the donation, and what that means in order to allow families to make
an informed decision.

It is not my goal, however, to unreasonably discourage the donation of organs
or tissue — the value of donation goes far beyond financial considerations. It is
for this reason, that I have some concern that our current draft may not be the
best tool to ensure informed consent.

This draft prohibits tissue from going to a for-profit entity at the time of
recovery, or at a subsequent stage of facilitating the donation, unless approved
by the donor family.

While the “sale” of organs and tissues is prohibited under state and federal law,
recovering “reasonable” costs associated with the recovery, transport,
processing, storage, etc. of tissue is not prohibited. This is true for both non-
profit and for-profit tissue banks.



Publicly traded (for-profit) companies have emerged in this industry and have
raised capital to develop new technologies in processing tissue to be used for
the medical benefit of others.

Yet, because this industry is premised on donation in its truest and most
generous form, it is not surprising donor families might feel misled in the whole
process. If families are not made aware of the likelihood that an entity — be it
non-profit or for-profit — will realize revenue from the gift, it is difficult to say
their consent is actually informed.

It is not uncommon for non-profit tissue banks to work with for-profit
organizations.

There are 4 primary steps in facilitating a tissue donation:
1. Recovery
2. Processing for Use
3. Storage
4. Distribution

A tissue bank (again, be it non-profit or for-profit) may do one, all, or some
combination of these steps based on their capability of carrying out such
functions.
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Terry C. Anderson, Director
Laura D. Rose, Deputy Director

TO: REPRESENTATIVE ALVIN OTT
FROM: Richard Sweet, Senior Staff Attorney
RE: WLC: 0109/4 (Consent for Anatomical Gifts)

DATE:  April 29, 2005

Attached is a draft prepared at your request -- WLC: 0109/4, relating to consent for anatomical
gifts. The draft is based on a California law enacted in 2003 -- s. 7158.3, California Health and Safety
Code.

Under the draft, a document of gift that is provided by a requester to a donor or to a person who
is authorized under the statutes to make an anatomical gift on behalf of a deceased person must
specifically ask that person if he or she wishes to give consent for any of the following: (1) donated skin
to be used for cosmetic surgery purposes; (2) donated tissue to be used for applications outside of the
United States; or (3) donated tissue to be recovered, processed, or distributed by a for-profit corporation.
For purposes of this provision, the term “requester,” which is based on California’s definition of
“donee,” is defined as a hospital, organ procurement organization (OPO), tissue bank, coroner, or
medical examiner. The terms “cosmetic surgery” and “tissue bank™ are based, with some changes, on
the California law. The provisions of the draft that relate to civil damages and unprofessional conduct
are also based on the California law.

Feel free to contact me if I can be of further assistance.
RNS:ksm:jal:rv:tlu

Attachment

One East Main Street, Suite 401 « P.O. Box 2536 « Madison, W1 53701-2536
(608) 266-1304 » Fax: (608) 266-3830 » Email: leg.council@legis.state. wi.us
http://www.legis.state.wi.us/lc
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RNS:ksm:jal:rv:tlu 04/29/2005

AN ACT 1 create 157.06 (10m) of the statutes; relating to: consent for anatomical

gifts.

The people of the state of Wisconsin, represented in senate and assembly, do enact as
Sfollows:

SEcTION 1. 157.06 (10m) of the statutes is created to read:

157.06:(10m) (a) In this section:

1. “Cosmetic sﬁrgery” means surgery that is performed to alter or reshape normal
structures of the body in order to improve appearance. “Cosmetic surgery” does not include
reconstructive surgery that is performed to correct or repair abnormal structures of the body
caused by congenital defects, developmental abnormalities, trauma, infection, tumors, or
disease to either improve function or, to the extent possible, to create a normal appearance.

2. “For—profit corporation” means any corporation that is not exempt from taxation
under section 501 (c) (3) of the Internal Revenue Code.

3. “Health care provider” has the meaning given in s. 146.81 (1).

4. “Requester” means a hospital, organ pfocurement organization, tissue bank, coroner,
or medical examiner.

5. “Tissue bank™ means a corporation that recovers, processes, or distributes tissue for
transplantation into humans.

(b) 1. A document of gift provided to a donor or to an individual under sub. (3) (a) by
a requester shall specifically ask the donor or individual under sub. (3) (a) if he or she gives
consent for ahy of the following:

a. Donated skin to be used for cosmetic surgery purposes.
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b. Donated tissue to be used for applications outside of the United States.

¢.-Donated tissue to be recovered, processed, or distributed by a for—profit corporation.
In this subd. 1. c., “distributed” does not include final use of tissue with a patient or for
research.

2. The document of gift under subd. 1. shall include, adjacent to each of the requests
for consent under subd. 1. a., b., and c., a line or space for the donor’s or individual’s initials
or signature. Failure of the donor or individual to initial or sign a request for consent for an
activity under subd. 1. a., b., or c. constitutes a withholding of consent for that activity.

3. The requester under subd. 1. shall provide the donor or individual under sub. (3) (a)
with a copy of the signed document of gift.

(c) 1. In obtaining an anatomical gift under sub. (3) (c) 2. by an individual under sub.
(3) (a), a requester shall specifically ask the individual if he or she gives consent for any of
the activities under par. (lb) 1.a., b, orc.

2. The requester under subd. 1. shall provide the individual under sub. (3) (a) with a copy
of the written document under sub. (3) (¢) 2.

(d) 1. A donor or his or her estate or an individual under sub. (3) (a) may recover civil
damages of not less than $1,000 nor more than $10,000, plus court costs, from a person who
does not comply with the donor’s or individual’s withholding of consent under par. (b) or (c).

2. An intentional action by an individual who is a health care provider that is contrary
to a donor’s or an individual’s withholding of consent under par. (b) or (c) constitutes
unprofessional conduct.

3. For purposes of subds. 1. and 2., a donee shall be deemed to have complied with a
donor’s or an individual’s withholding of consent under par. (b) or (c) if the donee states or

records any withholding of consent on a label for the donated skin or tissue or in documents



WISCONSIN LEGISLATIVE COUNCIL

Terry C. Anderson, Director
Laura D. Rose, Deputy Director

TO: REPRESENTATIVE ALVIN OTT
FROM: Richard Sweet, Senior Staff Attorney
RE: WLC: 0109/5 (Consent for Anatomical Gifts)

DATE: May 27,2005

Attached is a draft prepared at your request -- WLC: 0109/5, relating to consent for anatomical
gifts. The draft is based on a California law enacted in 2003 -- s. 7158.3, California Health and Safety
Code.

Under the draft, a document of gift that is provided by a requester to a donor or to a person who
is authorized under the statutes to make an anatomical gift on behalf of a deceased person must
specifically ask that person if he or she wishes to give consent for any of the following: (1) donated skin
to be recovered, processed, or distributed for cosmetic surgery purposes; (2) donated tissue to be
recovered, processed, or distributed for applications outside of the United States; or (3) donated tissue to
be recovered, processed, or distributed by a for-profit corporation. For purposes of this provision, the
term “requester,” which is based on California’s definition of “donee,” is defined as a hospital, organ
procurement organization (OPO), tissue bank, coroner, or medical examiner. The terms “cosmetic
surgery” and “tissue bank™ are based, with some changes, on the California law. The provisions of the
draft that relate to civil damages and unprofessional conduct are also based on the California law.

Feel free to contact me if I can be of further assistance.
RNS:ksm:jal:tlurv

Attachment

One East Main Street, Suite 401 « P.O. Box 2536 « Madison, W1 53701-2536
(608) 266-1304 « Fax: (608) 266-3830 « Email: leg.councili@legis.state wi.us
http://www.legis.state. wi.us/lc
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RNS:ksm:jal:tlurv 05/27/2005

AN ACT to create 157.06 (10m) of the statutes; relating to: consent for anatomical

gifts.

The people of the state of Wisconsin, represented in senate and assembly, do enact as
Jollows:

SEcTION 1. 157.06 (10m) of the statutes is created to read:

157.06 (10m) (a) In this section:

1. “Cosmetic surgery” means surgery that is performed to alter or reshape normal
structures of the body in order to improve appearance. “Cosmetic surgery” does not include
reconstructive surgery that is performed to correct or repair abnormal structures of the body
caused by congenital defects, developmental abnormalities, trauma, infection, tumors, or
disease to either improve function or, to the extent possible, to create a normal appearance.

2. “For—profit corporation” means any corporation that is not exempt from taxation
under section 501 (c) (3) of the Internal Revenue Code.

3. “Health care provider” has the meaning given in s. 146.81 (1).

4. “Requester” means a hospital, organ procurement organization, tissue bank, coroner,
or medical examiner.

5. “Tissue bank” means a corporation that recovers, processes, or distributes tissue for
transplantation into humans.

(b) 1. A document of gift provided to a donor or to an individual under sub. (3) (a) by
a requester shall specifically ask the donor or individual under sub. (3) (a) if he or she gives

consent for any of the following:
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a. Donated skin to be recovered, processed, or distributed for cosmetic surgery
purposes.

b. Donated tissue to be recovered, processed, or distributed for applications outside of
the United States.

c¢. Donated tissue to be recovered, processed, or distributed by a for—profit corporation.
In this subd. 1. c., “distributed” does not include final use of tissue with a patient or for
research.

2. The document of gift under subd. 1. shall include, adjacent to each of the requests
for consent under subd. 1. a., b., and c., a line or space for the donor’s or individual’s initials
or signature. Failure of the donor or individual to initial or sign a request for consent for an
activity under subd. 1. a., b., or c. constitutes a withholding of consent for that activity.

3. The requester under subd. 1. shall provide the donor or individual under sub. (3) (a)
with a copy of the signed document of gift.

(c) 1. In obtaining an anatomical gift under sub. (3) (¢) 2. by an individual under sub.
(3) (a), a requester shall specifically ask the individual if he or she gives consent for any of
the activities under par. (b) 1. a., b., orc.

2. The requester under subd. 1. shall provide the individual under sub. (3) (a) with a copy
of the written document under sub. (3) (c) 2.

(d) 1. A donor or his or her estate or an individual under sub. (3) (a) may recover civil
damages of not less than $1,000 nor more than $10,000, plus court costs, from a person who
does not comply with the donor’s or individual’s withholding of consent under par. (b) or (c).

2. An intentional action by an individual who is a health care provider that is contrary
to a donor’s or an individual’s withholding of consent under par. (b) or (c) constitutes

unprofessional conduct.
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3. For purposes of subds. 1. and 2., an individual or entity receiving donated skin or
tissue shall be deemed to have complied with a donor’s or an individual’s withholding of
consent under par. (b) or (c¢) if the individual or entity designates skin or tissue that has been
donated with restrictions under par. (b) or (¢) or states or records any withholding of consent
in documents that may be maintained with regard to the donated skin or tissue. After the
individual or entity transfers the donated skin or tissue to another entity, along with the
designation or documentation, the transferor’s responsibility for compliance with the
withholding of consent ceases.

SECTION 2. Initial applicability. This act first applies to requests for anatomical gifts
that are made on the effective date of this SECTION.

SECTION 3. Effective date. This act takes effect on this first day of the 7th month
beginning after publication.

(END)
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Kennedy, Debora

From: on behalf of Debora Kennedy
To: Napralla, Erin
Subject: RE: WLC: 0109/5, Consent for Anatomical Gifts

Thank you, Erin. | learned several days ago from Dick Sweet, whom | had asked a question about the draft, that he had
done a later version and obtained it from him. | have been working on your bill this week and hope to have it off my desk
today.

From: Napralla, Erin
Sent: Wednesday, June 08, 2005 8:34 AM
To: Kennedy, Debora

Subject: FW: WLC: 0109/5, Consent for Anatomical Gifts
Debora,

Please find attached an update to the Consent for Anatomical Gifts drafting request | had initially sent over at the
beginning of May. We had some stakeholders raise some concerns and offer some suggested changes. Dick Sweet
incorporated these changes in to his WLC draft. Please also make these changes to LRB 2935/P1.

Feel free to let me know if you have any questions.
Thank you!
Erin

Erin Napralla

Research Assistant

Clerk, Assembly Committee on Agriculture
Office of State Representative Al Oft
608.266.5831

erin.napralla@legis. state.wi.us

From: Ulrich, Wendy
Sent: Friday, May 27, 2005 1:56 PM
To: .. Napralla, Erin

Subject: < WLC: 0109/5, Consent for Anatomical Gifts

<< File: 270tt_rns >> << File: 0109/5 >>
Wendy Ulrich

Support Staff Supervisor

Legislative Council Staff

(608) 266-2981
wendy.ulrich@legis.state.wi.us
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%This act takes effect on this first day of the 7th
month beginning after publication.
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// Under current law, a donation may be made of all or part of a liuman’s body (an
| anatomical gift), to take effect at death. The following persons may make an

anatomical gift:

1. The donor, by executing a document of gift that is signed by the donor or by
another individual and two witnesses in the presence of the donor, that is specified
on a driver’s license or identification card that is issued by the Di%artment of
Transportation, or that is specified under a will. v/ \

2. The spouse, close relative, guardian, or health care agent of the &gnor after
the donor’s death (unless the decedent has made an unrevoked refusal to consent to
making an anatomical gift), by executing a signed document of glft or by I%aklng a
. telegraphic, recorded telephomc or other recorded message’or other form of *
| communication to another that is reduced to writing and signed by the re 1p1ent
. when received. :
i 3. A coroner or medical examiner, upon request from a hospital, physmla%n or {4,

organ procurement organization, under limited circumstances.v {
This bill requires that a hospital, organ procurement organization, tissue ]Qank
(as defined in the bill), coroner, or medical examiner that requests an anatomicaligift |
from a potential donor or a spouse, close relative, guardian, or health care agent of :/i
E a deceased potential donor provide in the document of gift (or, if the document ofjgift /gl
| is transmitted electronically, specifically ask about) certain requests for activijties |
| that must be consented to or refused. The activities have to do with recovefing, 0
\lprocessmg, or distributing donated skin for purposes of cosmetic surgery, afrd “}}
,donated tissue (including skin) for apphcatlons outside the United States(&¥ by a
for—profit corporatlori! before final use is made of the tissue for a patient or for
purposes of research? If the donor or the spouse, close relative, guardian, or health
care agent fails, in the document of gift, to initial or sign a requested activity, consent
for that activity is refused.” The hospital, organ procurement organization, tissue |
bank, coroner, or medical examiner who obtains an executed document of gift must E
provide a copy of the document to the donor or other person who executed it. |~ \
The bill permits an anatomical gift donor or his or her estate to recover civil \
damages of not less than $1,000 nor more than $10,000, plus court costs, from a \
person who fails to comply with the donor’s refusal of consent for any of the activities. }
Further, the bill provides that an intentional action by a health care provider that ]
is contrary to the donor’s refusal of consent for the activities is unprofessional {
conduct.“f"{Lastly, the bill establishes a standard, for an individual or entity that |
receives donated tissue, for compliance with the donor’s consent to or refusal for any /
of the activities and specifies a limit on/re ibility fer/fhat individual or entity. /j
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SECTION@ 157.06 (3)\(c) 1. of the statutes is amended to read;
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1 N 157.06 () (c) 1. Exeeuting Subject to sub. (6m), if applicable, executing a

2 document of gift that is signed by the individual. v

History: 1971¢.405.93; 1971 ¢.2135. 5, 1977 ¢. 46, 124; 1979 ¢. 175 5. 53; 1979 ¢. 221 5. 2202 (45); 1981 c. 20, 290; 1983 a. 485, 1985 a. 286, 315; 1985 a. 316 5. 14;
Stats. 1985 5. 157.06; 1989 a. 105; 1989 a, 298 ss. 3, 10m, 11m; 1991 a. 32; 1995 a. 27 5. 9126 (19); 1997 a. 52, 206, 305; 1999 a. 83; 2001 a. 103.

’ X

4 SECTION : 157.06 (3) (c) 2. of the statutes is amended to read:

5 157.06 (§3) (¢) 2. Making Subject to sub. 61\1{ if applicable, makin

6 telegraphic, recorded telephonic or other recorded message, or other form of

7 communication to another that is reduced to writing and signed by the recipient at

8 the time it is received.
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9 SECTION 3. 157.06 (4) (am) 2. of the statutes is amended to read:
10 157.06 (4) (am) 2. The official has made a reasonable effort, taking into account
11 the useful life of the part of the bfdy, to locate and examine the decedent’s medical
12 records and, subject to sub. (6m), inform individuals listed in sub. (3) (a) of their
13 option to make, or object to making, an anatomical gift.

{
History: 1971¢.405.93;1971¢. 213 5. 5; 1977 ¢. 46, 124; 1979 ¢. 175 5. 53; 1979 ¢. 221 5. 2202 (45); 1981 c. 20, 290; 1983 a. 485; 1985 a. 286, 315; 1985 a. 316 5. 14;
Stats. 1985 5. 157.06; 1989 a. 105; 1989 p. 298 ss. 3, 10m, 11m; 1991 a. 32; 1995 a. 27 5. 9126 (19); 1997 a. 52, 206, 305; 1999 a. 83; 2001 a. 103.

14 SEcTION4. 157.06 (5) (b) 1. of the statutes is amended to read:

15 157.06 (5) (b) 1. If at or near the time of death of a patient there is no medical
16 fecord or evidence obtained under par. (c) that the patient has made, revoked or
17 refused to make an anatomical gift, the hospital administrator or a representative
18 designated by the administrator shall discuss with an available individual, under
19 the priority established in sub. (3) (a), the option %;? make or refuse to make an
20 anatomical gift and request, subject to sub. (6m), that the individual make an
21 anatomical gift of all or a part of the decedent’s body. Alternatively, the administrator
22 shall contact by telephone the organ procurement organization designated for the

23 region of which the hospital is a part. If the administrator or representative contacts
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the organ procurement organization, he or she shall provide the organ procurement
organization with the identifier number of the patient, the patient’s age, the actual
or potential cause of the patient’s death and, if available, the patient’s medical

history. ,

History: 1971 c. 40s. 93: 1971 ¢c. 213 5. 5; 1977 ¢. 46, 124; 1979 c. 175 5. 53; 1979 c. 221 s. 2202 (45); 1981 c. 20, 290; 1983 a. 485; 1985 a. 286, 315; 1985 a. 316 5. 14;
Stats. 1985 s. 157.06; 1989 a. 105; 19 298 ss. 3, 10m, 11m; 1991 a. 32; 1995 a. 27 s. 9126 (19); 1997 a. 52, 206, 305; 1999 a. 83; 2001 a. 103.

SECTION 5. 157.06 (5) (b) 2. of the statutes is amended to read:

157.06 (5) (b) 2. If the organ procurement organization is contacted under subd.
1., the organ procurement organization shall, in consultation with the attending
physician of the patient under subd. 1., determine if an anatomical gift is suitable,
based upon accepted medical standards, for a purpose specified in sub. (6) (a). If the
organ procurement orgahization and the patient’s attending physician determine
that an anatomical gift is not so suitable, hospital personnel shall make a notation
to this effect in the patient’s medical record. If the organ procurement organization
and the patient’s attending physician determine that an anatomical gift is so
suitable, an organ procurement organization representative or a requester
designated by the organ procurement organization shall discuss with an available
individual, under the priority established in sub. (3) (a), the option to make or refuse
to make an anatomical gift and request, subject to sub.‘/( 6m), that the individual

make an anatomical gift of all or a part of the decedent’s body.

History: 1971 ¢.405.93; 1971 ¢, 2135, 5; 1977 ¢. 46, 124; 1979 ¢. 175 5. 53; 1979 ¢. 221 5. 2202 (45); 1981 ¢. 20, 290; 1983 a. 485; 1985 a. 286, 315; 1985 a. 316 s. 14;
Stats. 1985 s. 157.06; 1989 a. 105; 19?298 ss. 3, 10m, 11m; 1991 a, 32; 1995 a. 27 s. 9126 (19); 1997 a. 52, 206, 305; 1999 a. 83; 2001 a. 103.

SECTION 157.06 (6m) of the statutes is created to read:

S/
174

157.06 (6m) CONSENT FOR CERTAIN USES OF TISSUE; REQUIREMENTS. (a) A hospital,
\J//
organ procurement organization, tissue bank, coroner, or medical examiner 1&&

provides a document of gift to a potential donor or to an individual under sub. ({3) (a)
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individual for all of the following:

1. The recovery, processing, or distribution of donated skin, for purposes of
cosmetic surgery.

2. The recovery, processing, or distribution of donated tissue, for applications
outside the United States. Y

3. The recovery, processing, or distribution of donated tissue by a for:-proﬁt
corporation before final use is made of the tissue for a patient or for purposes of

research.
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To Representative Ott:

Note that I added to s. 157.06 (Gm%c) a requirement that the requester note the
response to questions about the use of donated skin or tissue, on the document of gift
that the requester receives by FAX S?gtelephonefor e-mail from the spouse, close ¥
relative, guardian, or health care agent of a decedent donor. Please review.

Debora A. Kennedy

Managing Attorney

Phone: (608) 266—0137 .
E-mail: debora.kennedy@legis.state.wi.us
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To Representative Ott:

Note that I added to s. 157.06 (6m) (¢) a requirement that the requester note the
response to questions about the use of donated skin or tissue, on the document of gift
that the requester receives by FAX, telephone, or e-mail from the spouse, close
relative, guardian, or health care agent of a decedent donor. Please review.

Debora A. Kennedy

Managing Attorney

Phone: (608) 266-0137

E-mail: debora.kennedy@legis.state.wi.us



