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Original sponsors: Gruenberg, Grussendorf,
Koponen, et al.

BY THE HEALTH, EDUCATION AND

IN THE HOUSE SOCIAL SERVICES COMMITTEE
CS FOR HOUSE BILL NO. 306 (HESS) ﬂ%
IN THE LEGISLATURE OF THE STATE OF ALASKA
FIFTEENTH LEGISLATURE - SECOND SESSION
A BILL
For an Act entitled: MAn Act relating to anatomical gifts.l
BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF ALASKA:
* Section 1. AS 13.50.010(a) is amended to read:
(a) A person of sound mind who 1is J8 [19]or more years ofage

may make a gift to take effect upondeath, of all or a part of the
person®s body for a purpose specified in AS 13.50.020.
* Sec. 2. AS 13.50 is amended by adding new sections to read:

Sec. 13.50.01A. REQUESTS BY HOSPITALS FOR ANATOMICAL GIFTS. (a)
When a person dies in a hospital or 1is pronounced dead after arriving
at a hospital, the administrator ora designated employee shall re—
quest a gift under AS 13.50.010(b), unless the administrator or em—
ployee knows that the person has executed a gift.

(b) Each hospital in the state shall develop procedures for
identifying potential donors of gifts, requesting gifts, notifying and
coordinating with eye banks,* tissue banks, and organ procurement
agencies, and assisting 1in the procurement, removal, storage, and
transportation of gifts. The procedures must specify the circum—
stances under which it 1is inappropriate to request a gift, such as if
the gift is unsuitable, if the request is likely to offend the donor-s
religious beliefs, or if making the request 1is likely to cause undua
emotional distress to the person who would be asked to make the gift.
The procedures must encourage reasonable discretion and sensitivity.

(c) The commissioner of health and social services may exempt

from the requirements of this section a hospital that lacks the means

-1- CSHB 306 (HESS)



"'M

to properly remove, store, or transport gifts.
Sec. 13.50.016. INVESTIGATIONS BY LAW ENFORCEMENT AND MEDICAL
PERSONNEL. Law enforcement or medical personnel who respond to the

scene of an accident or emergency involving the death of a person and
who know that the person executed a giftshall inform appropriate
hospital personnel of the gift.

* Sec.3. AS 13.50.060(a) 1is amended to read:

(a)The donee may accept or reject the gift. IfT the donee
accepts a gift of the entire body, the donee may, subject to the terms
of the gift, authorize embalming and the use of the body in funeral
services. IfT the gift is of a part of the body, the donee, upon the
death of the donor and before embalming shall have the part removed
without wunnecessary mutilation. After removal of the part of the
body, custody of the remainder of the body vests 1in the surviving
spouse, next of kin, or a person other than the spouse or next of kin
who is authorized to dispose of the body. A person described in
AS 13.50.010(b) and the estate of the donor may not be held liable for
the cost of an examination under AS 13.50.010(e) or any costs related
to the removal, storage, or transportation of a gift.

* Sec. 4.AS 13.50.060(c) 1isamended to read:

(©) A person who acts in good faith inaccordance with the terms
of this chapter or the anatomical gift laws of another state or coun-—
try is not liable for damages for the act in a [ANY] civil action or
subject to prosecution in a [ANY] criminal proceeding for the act.

* Sec. 5. AS 13.50 1is amended by adding a new section to read:

Sec. 13.50.065. REGULATIONS. The commissioner of health and
social services shall adopt regulations for the appropriate training
of hospital employees who are designated under AS 13.50.014 to request
gifts and for the implementation of this chapter.

CSH.B 306 (HESS) -2-
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* Sec. 6. AS 13.50.070 1s amended by adding a new paragraph to read:
(8) "gift" means an anatomical gift of all or part of a
person®s body.
* Sec. 7.AS 18.65 1is amended by adding a new section to read:

Sec. 18.65.311, ANATOMICAL GIFT DOCUMENT. (&) The department
shall provide, at the time that an 1identification card 1is issued, a
form for a document by which the card holder may make an anatomical
gift under AS 13.50 (Uniform Anatomical Gifts Act). The document (1)
may not be larger than an identification card, (2) must contain suffi—
cient space for the signature of two witnesses to the donor®s act of
execution of the document, and (3) must provide a means by which the
donor may cancel the gift. If the document making an anatomical gift
is executed by the applicant, it shall be sealed in plastic and
attached to the 1identification card. A symbol 1indicating the exis—
tence of the anatomical gift document must be displayed in the lower
right-hand corner on the face of the identification card.

(b) An employee of the department who processes an identifica—
tion card application, other than an application received by mail,
shall ask the applicant orally whether the applicant wishes to execute
an anatomical gift. The department shall, by placement of posters and
brochures in the office where the application is taken, and by oral
advice, 1if requested, make known to the applicant the procedure neces—
sary to execute a gift under AS 13.50.

* Sec. 8. AS 28.10.021 is amended by adding a new subsection to read:

(c) An employee of the department who processes an application

(j 1/ Ifor registration or renewal of registration, other than an application
received by mail, shall ask the applicant orally whether the applicant
wishes to execute an anatomical gift. The department shall make known
to all applicants the procedure for executing a gift under AS 13.50
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(Uniform Anatomical Gifts Act) by displaying posters in the offices in
which applications are taken, by providing a brochure or other written
information to each person who applies in pe?:”on or by mail, and, if
requested, by providing oral advice.

Sec. 9. AS 28.15.061(d) is repealed and reenacted to read:

(d) An employee of the department who processes a driver"®
license application, other than an application received by mail, shall
ask the applicant orally whether the applicant wishes to execute an
anatomical gift. The department shall make known to all applicants
the procedure for executing a gift under AS 13.50 (Uniform Anatomical
Gifts \ct) by displaying posters in the offices 1in which applications
are taken, by providing a brochure or other written 1information to
each person who applies in person or by mail, and, 1if requested, by

providing oral advice.
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BY THE HEALTH, EDUCATION AND
IN THE HOUSE . SOCIAL SERVICES COMMITTEE

CS FOR HOUSE BILL NO. 306 (HESS)
IN THE LEGISLATURE OF THE STATE OF ALASKA
FIFTEENTH LEGISLATURE - SECOND SESSION
A BILL
For an Act entitled: "An Act relating to anatomical gifts."
BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF ALASKA:
* Section 1. AS 13.50.010(a) 1is amended to read:

(a) A person of sound mind who is J8& [19] or more yearsofage
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may make a gift to take effect upondeath, of all or a part of the
person®s body for a purpose specified in AS 13.50.020.
Sec. 2. AS 13.50 is amended by adding new sections to read:

Sec. 13.50.014. REQUESTS BY HOSPITALS FOR ANATOMICAL GIFTS. (a)
When a person dies in a hospital or is pronounced dead after arriving
at a hospital, the administrator ora designated employee shall re—
guest a gift under AS 13.50.010(b), unless the administrator or em—
ployee knows that the person has executed a gift.

(b) Each hospital in the state shall develop procedures for
identifying potential donors of gifts, requesting gifts, notifying and
coordinating with -eye banks, tissue banks, and organ procurement
agencies, and assisting 1in the procurement,removal, storage, and
transportation of gifts."” The procedures must specify the circum—
stances under which 1t is inappropriate to request a gift, such as if
the gift is unsuitable, if the request is likely to offend the donor"s
religious beliefs, or if making the request 1is likely to cause undue
emotional distress to the personwho would be asked to make the gift.
The procedures must encourage reasonable discretion and sensitivity.

(©) The commissioner of health and social services may exempt
from the requirements of this section a hospital that lacks the means
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to properly remove, store, or transport gifts.

Sec. 13.50.016. INVESTIGATIONS BY LAW ENFORCEMENT AND MEDICAL
PERSONNEL . Law enforcement or medical personnel who respond to the
scene of an accident or emergency involving the death of a person and
who know that the person executed a gift shall inform appropriate
hospital personnel of the gift.

*Sec. 3. AS 13.50.060(a) 1is amended to read:

(a) The donee may accept or reject the gift. IfT the donee
accepts a gift of the entire body, the donee may, subject to the terms
of the gift, authorize embalming and the use of thebody in funeral
services. If the gift is of a part of the body, the donee, upon the
death of the donor and before embalming shall have the part removed
without wunnecessary mutilation. After removal of the part of the
body, custody of the remainder of the body vests 1in the surviving
spouse, next of kin, or a person other than the spouse or next of kin
who 1is authorized to dispose of the body. A person described 1in
AS 13.50.010(b) and the estate of the donor may not be held liable for
the cost of an examination under AS 13.50.010(e) or any costs related
to the removal, storage, or transportation of a gift.

*Sec. 4. AS 13.50.060(c) 1is amended to read:

(c) A person who acts in good faith in accordance with the terms
of this chapter or the anatomical gift laws of another state or coun-
try is not liable for damages for the act in a [ANY] civil action or
subject to prosecution in a [ANY] criminal proceeding for the act.

*Sec. 5. AS 13.50 is amended by adding a new section to read:

Sec. 13.50.065. REGULATIONS. The commissioner of health and
social services shall adopt regulations for the appropriate training
of hospital employees who are designated under AS 13.50.014 to request

gifts and for the implementation of this chapter.
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1 * Sec. 6. AS 13.50.070 is amended by adding a new paragraph to read:

2 (8) "gift" means an anatomical gift of all or part of a
3 person®s body.

4 * Sec. 7. AS 18.65 is amended by adding a new section to read:

5 Sec. 18.65.311. ANATOMICAL GIFT DOCUMENT. (a) The department
6 shall provide, at the time that an 1identification card is issued, a
7 form for a document by which the card holder may make an anatomical
8 gift under AS 13.50 (Uniform Anatomical Gifts Act). The document (1)
9 may not be larger than an identification card, (2) must contain suffi—
10 cient space for the signature of two witnesses to the donor®"s act of
= execution of the document, and (3) must provide a means by which the
12 donor may cancel the gift. If the document making an anatomical gift
13 is executed by the applicant, it shall be sealed 1in plastic and
1 attached to the identification card. A symbol indicating the exis—
5 tence of the anatomical gift document must be displayed in the lower
16 right-hand corner on the face of the identification card.

17 () An employee of the department who processes an identific
18 tion card application, other than an application received by mail,
13 shall ask the applicant orally whether the applicant wishes to execute
20 an anatomical gift. The department shall, by placement of posters and
2 brochures in the office where the application is taken, and by oral
22 advice, 1if requested, make known to the applicant the procedure neces—
z sary to execute a gift under AS 13.50.

2 * Sec. 8. AS 28.15.061(d) is amended to read:

% (d An employee of the department who processes a driver'
% license application, other than an application received bv mail, shall
2 ask the applicant orally whether the applicant wishes to execute an
28 anatomical gift. The department shall, by placement of posters and
291

brochures 1in the office where the application 1is taken, and by oral
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POSITION PAPER

HOUSE RILL 306

"An Act relating to anatomical sifts.”

Advances in medical knowledge and technology have greatly increased the
feasibility of and demand for transplantation of human tissues and organs.
For a number of reasons, demand exceeds supply. HR 306 attempts to facili—
tate organ and tissue donation by: (1) lowering from 19 years to 18 vears
the age of persons who may execute gifts of tissues or organs; (2) requiring
hospitals to establish procedures for requesting donations from survivors;
(3 requiring responders at the scene of an accident to inform the hospital
receiving the body of a person killed in the accident if it is known to the
responders that the person has executed a donation; (4) clarifying that
survivors cannot be held liable for costs associated with an anatomical
gift; and (5) requiring employees of the Division of Motor Vehicles to inquire
when processing an application for a driver®s license whether the applicant
wishes to execute an anatomical gift.

It is the department®s understanding that legislation similar to HB 306 has
been enacted or is under consideration in about half the states. The depart—
ment also understands that there is similar federal legislation requiring
hospital participation in the seeking of organ donations as a condition of
participation in the federal Medicare program.

There are strict requirements for assuring the viability of certain -ypes of
organs. Therefore, because of distance and lack of fully equipped facilities
in certain areas of the state, Alaska may not be able to participate as

fully in organ donation as might be hoped. Nevertheless, a more systematic
approach to securing organ donation is worthwhile. The success of the effort
could probably be enhanced if there were an expanded effort by private or
state agencies to educate the public about tissue and organ donation.

Position
The Department of Health and Social Services supports this legislation.

Recommended by:
Elizabeth Ward,

Director
Division of Public Health

Date:

Approved by

Department of Health and Social
Services

Date:



on the issue of one Germany. When West uer-
"eman PresidenNttehard von Weizacker’s said
> that, "The GermansNn the two German states
“ belong to the same nation," the East German
.leader replied, “It is dangerous and senseless to
moorn the German Reich tfrat perished so

W "Oraan Transplants

— "Proper Priority

AS MEDICAL TECHNIQUES necessary
for successful transplantation of human organs
improve, particularly in the field of suppress-
ing the immune system’s normal (but potential-

' ly-fatal) rejection reaction, the need for
"healthy, available body parts increases. The list
- of potential recipients grows.

, Jp- Fairness dictates there should be some or-

b ~derly method of making such life-giving dona-

a tionf available on a reasonable and balanced
£ ;basis: :

T\ -: Itisthe natme of the world we live in that

u -the poignant case attracting national sympathy

\2 e«: becomes the one most likely to receive succor.

V  :The public will be pulling for the patient it can

. identify with. That builds pressure to help. But

-ispch factors should not dominate what is essen-

tially a straightforward, scientific action.

SO IT IS ENCOURAGING to learn that a

, ] little-noticed, new federal law will require hos-

H pitals.to start identifying patients"who could

J donate their kidneys, livers, hearts or lungs to

N people in need of them. Many hospitals that do

~ 2notask for organ d&)r\\ations will now have to do

" - 58* o ik ok % [ V. - o * uT .

,  The new requirements grow out of legisla-

tion sponsored by Senator Albert Gore Jr., D-

; Tenn., and carry out recommendations of a

| federal advisory group that favored “a.single

; national system for organ sharing”, with uni-

form policies and standards to assure "equita-
~ble access to organ transplantation.” "

Members of that pan?l had quite properly
emphasized that organs should be distributed
mRecording to objective criteria, rather than on
J the basis of who could generate the most pub-
. licity or high-level political interest in a particu-
lar case.

A FEW NUMBERS can serve to give
weight to the need for such a law. A total of
8,360 kidney transplants were preformed last
year, compared to 5,358 in 1982,

Yet there are nearly 10,000 people-waiting
for new kidneys. Some 450 people are waiting
for hearts; 300 for livers, and 91 people need

: hfeart-lung transplants. ciom
me Thisis asituation that needs to be handled
., with sensitivity and discretion. But the law
e, represents a humanitarian response to a grow-
C., mg need. And should be recognized as such.



PUBLIC LAW 98-507—OCT. 19, 1984 98 STAT. 2339

Public Law 98-507

98th Congress
An Act

To provide for the establishment of the Task Force on Organ Transplantation and the
Organ Procurement and Transplantation Network, to authome financial assist-
ance for organ procurement organic i.tions, and for other purposes.

Be it enacted by the Senate and House of Representatives of the
United States of America in Congress assembled, That this Act may
be cited as the "National Organ Transplant Act”.

TITLE I—TASK FORCE ON ORGAN PROCUREMENT AND
TRANSPLANTATION

ESTABUSHMENT AND DUTIES OF TASK FORCE

Sec. 101 ga) Not later than ninety days after the date of the
enactment of this Act, the Secretary of Health and Human Services
i_hereinafter in this title referred to as the “Secretary”) shall estab-
ish a Task Force on Organ Transplantation (hereinafter in this title
referred to as the "Task Force”).

(bXI) The Task Force shall— o )

(A) conduct comprehensive examinations of the medical,
legal, ethical, economic, and social issues presented by human
organ procurement and transplantation,

?B) prepare the assessment described in paragraph (2) and the
report described in paragraph (3), and

(C) advise the Secretary with respect to the development of
regulations for grants under section 371 of the Public Health
Service Act. _

(2) The Task Force shall make an assessment of immunosuppres-
sive medications used to prevent organ rejection in transplant pa-
tients, including—

(A) an analysis of the safety, effectiveness, and costs (includ-
ing cost savings from imrroved success rates of transplantation)
of different modalities O\ treatment;

(B) an analysis of the extent of insurance reimbursement for
long-term immunosuppressive drug therapy for organ trans-
plant patients by private insurers and the public sector;

(C) an identification of problems that patients encounter in
obtaining immunosuppressive medications; and

(D) an analysis of the comparative advantages of grants,
coverage under existing Federal programs, or other means to
aﬁsure that individuals who need such medications can obtain
them.

(3) The Task Force shall fprepare a report which shall include—

(A) an assessment of public and private efforts to procure
human organs for transplantation and an identification of fac-
tors that diminish the number of organs available for transplan-
tation;

(B) an assessment of problems in coordinating the procure-
ment of viable human organs including skin and bone;

Oct. 19. 1984
(S. 2048]

National Organ

Transplant Act.

42 USC 201 note.
Health.

42 USC 273 note.

Post. p. 2342.



98 STAT. 2340

42 USC 273 noto.
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(©) recommendations for the education and training of health
professionals, including physicians, nurses, and hospital and
emergency care personnel, with respect to organ procurement;

(D) recommendations for the education of the general public,
the clergy, law enforcement officers, members of local fire
departments, and other agencies and individuals that may be
instrumental in effecting organ procurement;

(E) recommendations for assuring equitable access by patients
to organ transplantation and for assuring the equitable alloca-
tion of donated organs among transplant centers and among
patients medically qualified for an organ transplant;

(F) an identification of barriers to the donation of organs to
patients (with special emphasis upon pediatric patients), includ-
Ing an a-sessmel.i. of—

((ii)oarriers to the improved identification of organ donors
and their families and organ recipients;

(if) the number of potential orgen donors and their geo-
graphical distribution; ) ) )

(i) current health care services provided for patients
who need organ transplantation and organ procurement
procedures, systems, and programs whdcn affect such pa-
tients;

(iv) cultural factors affecting the family with respect to
the donation of the organs; and

(v) ethical and economic issues relating to organ trans-

lantation needed by chronically ill patients;

(G) recommendations for the conduct and coordination of
continuing research concerning all aspects of the transplanta-
tion of organs;

(H) an analysis of the factors involved in insurance reim-
bursement for transplant procedures by private insurers and
the public sector; _ _ )

(I) an analysis of the manner in which organ transplantation
technology is diffused among and adopted by qualified medical
centers, including a specification of the number and geographi-
cal distribution of qualified medical centers using such tech-
nology and an assessment of whether the number of centers
using such technology is sufficient or excessive and of whether
the public has sufficient access to medical procedures using
such technology; and o o

(J? an assessment of the feasibility of establishing, and of the
élikey effectiveness of, a national registry of human organ

onors.

MEMBERSHIP

Sec. 102, ga? The Task Force shall be composed of twenty-five
members as
(1)  Twenty-one members shall be appointed by the Secretary

ollows:
ofwhich: o o
(A) nine members shall be physicians or scientists who
are eminent in the various medical and scientific specialties
related to human organ transplantation; )
_(B) three members shall be individuals who are not physi-
cians and who represent the field of human organ procure-
ment;
(C) four members shall be individuals who are not physi-
cians and who as a group have expertise in the fields of law,
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theology, ethics, health care financing, and the social and
behavioral sciences;

(D) three members shall be individuals who are not physi-
cians or scientists and who are members of the general
public; and

(E) two members shall be individuals who represent pri-
vate health insurers or self-insurers.

(@  The Surgeon General of the United States, the Director of
the National Institutes of Health, the Commissioner of the Food
and Drug Administration, and the Administrator of the Health
Care Financing Administration shall be ex officio members.

) No individual who is a full-time officer or employee of the
United States may be appointed under subsection (aXI) to the Task
Force. A vacancy in the Task Force shall be filled in the manner in
which the original appointment was made. A vacancy in the Task
Force shall not affect its powers.

(©) Members shall be appointed for the life of the Task Force.

(d) The Task Force shall select a Chairman from among its
members wh aare appointed under subsection (axXI).

(e) Thirteen members of the Task Force shall constitute a quorum,
but a lesser number may hold hearings.

(0 The Task Force shall hold its first meeting on a date specified
by the Secretary which is not later than thirty days after the date
on which the Secretary establishes the Task Force under section
101. Thereafter, the Task Force shall meet at the call of the Chair-
man or a majority of its members, but shall meet at least three
times during the life of the Task Force.

(gXl) Each member of the Task Force who is not an officer or
employee of the United States shall be compensated at a rate equal
to the daily equivalent of the annual rate of basic pay in effect for
grade GS-18 of the General Schedule under section 5332 of title 5,
United States Code, for each day (including traveltime) during
which such member is engaged in the actual performance of duties
as a member of the Task Force. Each member of the Task Force who
is an officer or employee of the United States shall receive no
additional compensation.

(@  While away from their homes or regular places of business
the performance of duties for the Task Force, all members of the
Task Force shall be allowed travel expenses, including per diem in
lieu of subsistence, at rates authorized for employees of agencies
under sections 5702 and 5703 of title 5, United States Code.

in

SUPPORT FOR THE TASK FORCE

sec. 103. (@) Upon request of the Task Force, the head of any 42 usc 273 note.
Federal agency is authorized to detail, on a reimbunable basis, any
of the personnel of such agency to the Task Force to assist the Task
Force in carrying out its duties under this Act.
(b)  The Secretary shall provide the Task Force with such adminis-
trative and support services as the Task Force may require to carry
out its duties.

REPORT

sec. 104. (a) The Task Force may transmit to the Secretary, the 42 usc 273 note.
Committee on Labor and Human Resources of the Senate, and the
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Report.

Report.

=2 USC 273 Nate.

Grants.
usc
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Committee on Energy and Commerce of the House of Represents
tives .such interim reports as the Task Force considers appropriate

(b) Not later tnan 7 months after the date on which the Tasl
Force is established by the Secretary under section 101, the Tasl
Force shall transmit a report to the Secretary, the Committee or
Labor and Human Resources of the Senate, and the Committee or
Energy and Commerce of the House of Representatives on its assess
ment under section 101(bX2) of immunosuppressive medications
used to prevent organ rejection.

(c) Not later than twel\ e months after the date on which the Task
Force is established by tne Secretary under section 101, the Task
Force shall transmit a final report to tne Secretary, the Committee
on Labor and Human Resources of the Senate, and the Committee
on Ener%y and Commerce of the House of Representatives. The final
report of the Task Force shall include—

() a description of any findings and conclusions of the Task
Force made pursuant to any examination conducted under
section IOHbXIXA),

(2) the matters specified in section 101(bX3), and

(3) such recommendations as the Task Force considers appro-
priate.

TERMINATION

Sec. 105. The Task Force shall terminate three months after the
date on which the Task Force transmits the report required by
section 104(c).

TITLE IORGAN PROCUREMENT ACTIVrnES

Sec. 201. Part H of title 11l of the Public Health Service Act is
amended to read as follows:

"Part H—Organ Transplants

"assistance for organ procurementorganizations

“Sec. 371. (aXI) The Secretary may make grants for the planning
of qu(g)lified organ procurement organizations described in subsec-
tion (b).

"(2) The Secretary may make giants for the establishment, initial
operation, and expansion of qualified organ procurement organiza-
tions described in subsection fo).

h"ﬁ,) In making grants under paragraphs (1) and (2), the Secretary
shall—

"(A) take into consideration any recommendations made by
the Task Force on Organ Transplantation established under
section 101 of the National Organ Transplant Act, and

“(B) give special consideration to applications which cover
geographical areas which are not adequately served by organ
procurement organizations.

"(bXI) A qualified organ procurement organization for which
grants may be made under subsection (a) is an organization which,
as determined by the Secretary, will carry out the functions de-
scribed in paragraph (2) and—

“(A) is a nonprofit entity,
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"(B) has accounting and other fiscal procedures (as specified
by the Secretary) necessary to assure the fiscal stability of the
organization,

"(C) has an agreement with the Secretary to be reimbursed
under title XVIII ofthe Social Security Act for the procurement 4 use 135
of kidneys,

"(D) has procedures to obtain payment for non-n ial organs
provided to transplant centers,

"(E) has a defined service area which is a geograph cal area of
sufficient size which (unless the service area comprises an
entire State) will include at least fifty potential organ donors
each vear and which either includes an entire standard metro-
politan statistical area (as specified by the Office of Manage-
ment and Budget) or does not include any part of such an area,

“(F) has a director and such other staff, including the organ
donation coordinators and organ procurement specialists neces-
sardy to effectively obtain organs from donors in its service area,
an

"(G) has a board of directors or an advisory board which—

"(i) is composed of—

“(I) members who represent hospital administrators,
intensive care or emergency room personnel, tissue
banks, and voluntary health associations in its service
area,

"(I1) members who represent the public residing in
such area,

"(1I) a physician with knowledge, experience, or skill
in the field of histocompatability,

“(IV) a physician with knowledge or skill ir. the field
of neurology, and

"(V) from each transplant center in its service area
which has arrangements described in paragraph (2XG)
with the organization, a member who is a surgeon who
has practicing privileges in such center and who per-
forms organ transplant surgery,

"(ii) has the authority to recommend policies for the
procurement of organs and the other functions described in
parqgraﬁh @, and ) o

"(in) has no authority over any other activity of the
organization.

“(2) An organ procurement organization shall—

"(A) have effective agreements, to identify potential organ
donors, with a substantial majority of the hospitals and other
health care entities in its service area which have facilities for
organ donations,

"(B) conduct and participate in systematic efforts, including
professional education, to acquire all useable organs from poten-
tial donors,

"(C) arrange for the acquisition and preservation of donated
organs and provide quality standards for the acquisition of
organs which are consistent with the standards adopted by the
Organ Procurement and Transplantation Network under sec-
tion 372(bX2XD),

“(D) arrange for the appropriate tissue typing of donated
organs,
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Appropriation
authorization.

42 USC 274.

"(E) have a system to allocate donated organs among trans-
plant centers and patients according to established medical
criteria,

“(F) provide or arrange for the transportation of donated
organs to transplant centers,

'(G) have arrangements to coordinate its activities with trans-
plant centers in its service area,

“(H) Earticipate in the Organ Procurement Transplantation
Network established under section 372,

“(I) have arrangements to cooperate with tissue banks for the
retrieval, processing, preservation, storage, and distribution of
tissues as may be appropriate to assure that all useable tissues
are obtained from potential donors, and

“(J) evaluate annually the effectiveness of the organization in
acquiring potentially available organs.

“(c) For grants under subsection (a) there are authorized to be
appropriated $5,000,000 for fiscal year 1985, 38,000,000 for fiscal
year 1986, and $12,000,000 for fiscal year 1987.

"organ procurement and transplantation network

“Sec. 372. (@) The Secretary shall by contract provide for the
establishment and operation of an Organ Procurement and Trans-
plantation Network which meets the requirements of subsection (b).
The amount provided under such contract in any fiscal year maY not
exceed $2,000,000. Funds for such contracts shall be made available
from funds available to the Public Health Service from appropria-
tions for fiscal years beginning after fiscal year 1984.

“EbXI) The Organ Procurement and Transplantation Network
shall carry out the functions described in paragraph (2) and shall—

“(A) be a private nonprofit entity which is not engaged in any
activity unrelated to organ procurement, and
"(B) have a board of directors which includes representatives
of organ procurement organizations (including organizations
which have received grants under section 371), transplant cen-
ters, voluntary health associations, and the general public.
h“hZ) The Organ Procurement and Transplantation Network
shall—
"(A) establish in one location or th-ough regional centers—
EI_) a national list of individuals who need organs, and
~"(ina natlonal_s%/stem, through the use of computers and
in accordance with established medical criteria, to match
o_rgans and individuals included in the list, esloemally indi-
viduals whose immune system makes it difficult for them to
receive organs, ) -

“(B) maintain a twenty-four-hour telephone service to facili-
tate _matching organs with individuals included in ehe list,
"(C) assist organ procurement organizations in the distribu-
tion of organs which cannot be placed within the service areas
of the organizations,

"(D) adopt and use standards of quality for the acquisition and
transportation of donated organs, - )

SESJ prepare and distribute, on a regionalized basis, samples
of blood sera from individuals who are included on the list and
whose immune system makes: it difficult for them to receive
prgan_s, in order to facilitate matching the compatability of such
individuals with organ donors,
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“(F) coordinate, as appropriate, the transportation of organs
from organ procurement organizations to transplant centers,

"(G) provide information to physicians and other health pro-
fessionals regarding organ donation, and

"(H) collect, analyze, and publish data concerning organ dona-
tion and transplants.

“scientific registry

"sec. 373. The Secretary shall, by grant or contract, develoi) and 42usc 274a.
maintain a scientific registry of the recipients of organ transplants.

The registry shall include such information respecting patients and

transplant procedures as the Secretary deems necessary to an ongo-

ing evaluation of the scientific and clinical status of organ trans-

plantation. The Secretary shall prepare for inclusion in the report

under section 376 an analysis of information derived from the

registry.

“general provisions respecting grants and contracts

"sec. 374. () No grant may be made under section 371 or 373 or Grant*,
contract entered into under section 372 or 373 unless an application 42usc 274b-
therefor has been submitted to, and approved by, the Secretary.

Such an application shall be in such form and shall be submitted In
such manner as the Secretary shall by regulation prescribe.

“(bXI) In considering apﬁlications for grants under section 371—

“(A) the Secretary shall give priority to any applicant which
has a formal agreement of cooperation with aill transplant
centers in its proposed service area,

"(B) the Secretary shall give special consideration to organiza-
tions which met the requirements of section 371(b) before the
date of the enactment of this section, and ) )

“SC) the Secretary shall not discriminate against an applicant
solely because it provides health care services other than those
related to organ procurement.

The Secretary may not make a grant for more than one organ Pprohibition,
procurement organization which serve the same service area.

"(2) A grant for planning under section 371 may be made for one
year with respect to any organ procurement organization and may
not exceed $100,000.

"(3) Grants under section 371 for the establishment, initial oper-
ation, or expansion of organ procurement organizations may De
made for two years. No sucn grant may exceed $500,000 for any year
and no organ procurement organization may receive more than
$800,000 for initial operation or expansion.

"(cXI) The Secretary shall determine the amount of a grant made
under section 371 or 373. Payments under such grants may be made
in advance on the basis of estimates or by the way of reimburse-
ment, with necessary adjustments on account of underpayments or
overpayments, and in such installments and on such terms and
conditions as the Secretary finds necessary to carry out the purposes
of such grants.

“(2XAC); Each recipient of a grant under section 371 or 373 shall Records,
keep such records as the Secretary shall prescribe, including records
which fully disclose the amount and disposition by such recipient of
the proceeds of such grant, the total cost of the undertaking in
connection with which such grant was made, and the amount of that
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portion of the cost of the undertaking supplied by other sources, and
such other records as will facilitate an effective audit.

Audit. “(B) The Secretary and the Comptroller General of the United
States, or any of their duly authorized representatives, shall have
access for the purpose of audit and examination to any books,
documents, papers, and records of the recipient of a grant under
section 371 or 373 that are pertinent to such grant.

“(d) For purposes of this part:

“(1 The term “transplant center’ means a health care facility
in which transplants of organs are performed.

"(2) The term ‘organ’ means the human kidney, liver, heart,
lung, pancreas, and any other human organ (other than corneas
and eyes) specified by the Secretary by regulation and for
purposes of section 373, such term includes bone marrow.

ADMINISTRATION

42 USC 274c. "sec. 375. The Secretary shall, during fiscal years 1985, 198s,
1987, and 1988, designate and maintain an identifiable administra-
tive unit in the Public Health Service to—

“(1) administer this part and coordinate with the organ pro-

42 USC 1395. curement activities under title XVIII of the Social Security Act,
Public "(IZ_) conduct a program of public information to inform the
information. public of the need for organ donations,

"(3) provide technical assistance to organ procurement organi-
zations receiving funds under section 371, the Organ Procure-
ment and Transplantation Network established under section
372, and other entities in the health care system involved in
organ donations, procurement, and transplants, and

Report. (4) one year after the date on which the Task Force on Organ

Transplantation transmits its final report under section 104(c)
of the National Organ Transplant Act, and annually thereafter
through fiscal year 1988, submit to Congress an annual report
on the status of oigan donation and coordination services and
include in the report an analysis of the efficiency and effective-
ness of the procurement and allocation of organs and a descrip-
tion of problems encountered in the procurement and allocation
of organs.

“report

42 USC 274d. “sec. 376. The Secretary shall annually publish a report on the
scientific and clinical status of organ transplantation. The Secretar
shall consult with the Director of the National Institutes of Healt
and the Commissioner of the Food and Drug Administration in the
preparation of the report.”.

TITLE 111—PROHIBITION OF ORGAN PURCHASES

Penalties. sec. 301. (@) It shall be unlawful for any person to knowingly
42 USC 274e. acquire, receive, or otherwise transfer any human organ for valua-
ble consideration for use in human transplantation if the transfer
affects interstate commerce.

(b) Any person who violates subsection (a) shall be fined not more
than ss0,000 or imprisoned not more than five years, or both.

(c) For purposes of subsection (a):

() The term "human organ” means the human kidney, liver,

heart, lung, pancreas, bone marrow, cornea, eye, bone, and skin,
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and any other human organ specified by the Secretary of
Health and Human Services by regulation.

(2 The term *“valuable consideration” does not include the
reasonable payments associated with the removal, transporta-
tion, implantation, processing, preservation, quality control,
and storage of a human organ or the expenses of travel, hous-
ing, and lost wages incurred by the donor of a human organ in
connection with the donation of the organ.

(3 The term “interstate commerce" has the meaning pre-
scribed for it by section 201(b) of the Federal Food, Drug and
Cosmetic Act.

TITLE IV—MISCELLANEOUS

BONE MARROW REGISTRY DEMONSTRATION AND STUDY

sec. 401. (@) Net later than nine months after the date of enact-
ment of this Act, the Secretary of Health and Human Services shall
hold a conference on the feasibility of establishing and the effective-
ness of a national registry of voluntary bone marrow donors.

(b) If the conference held under subsection (a) finds that it is
feasible to establish a national registry of voluntary donors of bone
marrow and that such a registry is likely to be effective in matching
donors with recipients, the Secretary of Health and Human Serv-
ices, acting through the Assistant Secretary for Health, shall, for
purposes of the study under subsection (c), establish a registry of
voluntary donors of bone marrow. The Secretary shall assure that—

(1) donors of bone marrow listed in the registry have given an

informed consent to the donation of the bone marrow; and

(2 the names of the donors in the registry are kept confiden-

tial and access to the names and any other information in the

registry is restricted to personnel who need the information to

maintain and implement the registry, except that access to such

other information shall be provided for purposes of the study
under subsection (c).

If the conference held under subsection (a) makes the Finding de-

scribed in this subsection, the Secretary shall establish the registry

not later than six months after the completion of the conference.

(c) The Secretary of Health and Human Services, acting through
the Assistant Secretary for Health, shall study the establishment
and implementation of the registry under subsection (b) to identify
the issues presented by the establishment of such a registry, to
evaluate participation of bone marrow donors, to assess the imple-

2luse 321.

42 USC 273 note,
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mentation of the informed consent and confidentiality require-
ments, and to determine if the establishment of a permanent bone
marrow registry is needed and appropriate. The Secretary shall
report the results of the study to the Committee on Energy and

Commerce of the House of Re

Labor and Human Resources of the |
after the date the registry is established under subsection (b).

?resentatives and the Committee on
the Senate not later than two years

Approved October 19, 1984.
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B organ Procurement

When renal transplantation became
an effective form of therapy in the 1960s,
It was necessary to develop systems for
procuring kidneys from cadaveric
donors. Early programs were
established to provide centralized
services that might Include provision for
surgical retrieval, tissue typing,
maintaining lists and tissue
characteristics of potential recipients.
and organ distribution (transportation)
to cooperating transplant centers. - e

The United States now operates the
largest organ procurement effort in the'
world. Nationwide there ire currently
approximately 120 Medicare approved
OPAs. Approximately 7,000 cadaveric
kidneys were obtained In the United
States in 1960. This effort has come
about largely through the OPAs funded
by the Medicare ESRD program. The
number of patients on waiting lists for a
kidney transplant totaled 10,000 In 1986.

Eact OPA routinely transports organs;
for example, more than 40 percent of aU
transplanted kidneys are obtained in a
locale different from the site in which
transplantation occurs. - o

OPA:s also procure organs other than
kidneys used In transplantion. In 1386. ¢
1368 heart 324 liver, 45 heart-lung. and
140 pancreas or islet cell transplants
were performed in the United States.
Virtually all of these organs came from
donors identified by the organ
procurement system, nearly all of whom
also donated kidneys. Waiting lists are
much smaller for organs other than
kidneys. Apcsaroximately 300 people were
waiting for donor hearts and 400 waiting
for donor livers in 1388. Pediatric
patients make up about one-third of the
waiting list for liver transplants, but
organs are most scarce for this group.

Although OPAS play r.central role in
locating and placing transplantable
human organs. OPAs vary in size. ;
strategies, personnel, and organization-

OPAs currently approved for e e,
supplying kidneys for Medicare patients
can be divided into two orrf;anizationally
distinct groups. Nearly half of the OPAs
are independently Incorporated non-
profit entities whose sole function is the
procurement of human organs. These
Independent organ procurement
agencies (IOPAs) are approved by
HCFA if they comply with our definition
of an OPA (42 CFR 405.2102). We
prescribe four services that an OPA
must perform or coordinate the .
performance of in order to be approved:
Recovery of kidneys, preservation of
kidneys, transportation of donated
kidneys, and the maintenance of a
system to locate prospective recipients
for the recovered kidneys. Our

147 | Friday.

instructions to approved IOPAs require
them to develop a standard kidney
acquisition charge, which is billed to the
transplant center at the time an organ Is
furnished. The transplant center pays
the 10PA and bills Medicare for that

July 31. 1987 / Proposed Rules

28857

Force on Organ Transplantation. April
1988. pp. 5, 31-34. 53-63,117-122.)
Congress ayqpted these
recommendations when enacting_section
9318 of the Omnibus Budget
Reconciliation Act O 5B670BRA 83).

cost. We have established cost reportingd Pub. L 93-509. which added a new

requirements In our regulations and
htsiuctions at 42 CFR 413.178 to make
adjustments at the end of the coat
reporting year. m
The remaining OPAs are hospital-
based organ procurement a? ndes
(HOPAs). These HOPAs an  ocated
within the administrative s- xture of a
hospital approved to perform kidney
transplants, ndually within ‘he
department uf surgery or the division of
transplantation, or both. The costa of
organ procurement activities, of HOPAa

are recorded In a kidney acquisition coat

center and billed by the hospital
separately from the actual
transplantation procedure costs that are
billed when transplantation occurs (4Z
CFR 41Z30(e)). Medicare cost
adjustments. Ifneeded, are made for the
HOPA when the hospital's cost report is
settled. HOPAs are generally directly
responsible to a transplant surgeon and
work, for the most pert primarily for ...
that transplant center. - | ..

IL Legislation **

The National Organ Transplant Act of

1984 (Pub. L 93-507), created a Task
Force on Organ Transplantation, which
conducted a comprehensive
examination of ail aspects of organ
procurement and transplantation. In
addition to many other findings and ¢
specific recommendations, the Task
Force concluded that an overriding

problem, common to all organ transplant

procedures, is the serious gap between
the need far organs and the supply of
organs available for transplantation.
The Task Force found that many
opportunities for obtaining organs were
lost because of oversights or

shortcomings in the present procurement

Erocess. One recommendation adopted
y the.Task Force was that OPAs be
strengthened by establishing criteria -
that they must meet in ordertobe  ~
certified and that all hospitals, as m
condition of participation In Medicare,’
be required to adopt polices and
procedures for routinely Identifying
potential organ and tissue donors and
providing next-of-kin with appropriate
opportunities for donation. The Task 1

Force also recommended periodic

recertification of the OPAs. requiring the

—Asection 1138 to the Act. Section 1138(a)

of the Act allows a hospital that
otherwise meets the conditions of
participation for the Medicare or
Medicaid programs to participate in
either program only iff .

" (11 The hospital establishes written
protocols to lae.itiiy potential organ or

Jusueidtonora that 1 r

(@] Assure (HatTamilies of potential
donors are made aware that they have
an option to donate organs or tissue and
an option to decline to donate:

(bj Encourage disoetion and
sensitivity with respect to the
circumstances, views and beliefs of the
families of potential donors; and '

\V (cl Require that an organ procurement

agwicy designated by the Secretary of
HHS under 1138(b)(1)(F) be notified of
potential donors; an

(@  Inthe case of a hospital in which
organ transplants are performed, the
hospital is a member of, and abides by
the rules of. the Organ Procurement and
Trrvnsplantation Network (the Network)
established in accordance with section
372 of the Public Health Service Act.

This section applies to hospitals
participating in the Medicare or
Medicaid program as of October 1,1987.

Secticn 1138(b) of the Act requires
that, on or after October 1,1987,
Medicare snd Medicaid pay for organ
procurement costs attributable to |
payments made to an OPA only if the
OPA satisfies the conditions below. The
OPA: --*

(@)() Is a qualified organ procurement
organization (as described in section
371(d) the Pubic Health Service Act)
that is operating under mgrant made
under sections?1(a) 0Ol that Act. or

(L) Has been certified or recertified by
the Secretary within the previous two

years as meeting the standards to be a

qualified organ procurement
organization;

(b) Meets the applicable Medicare or
Medicaid requirements for organ
procurement agencies;

(c) meets performance-related *
standards prescribed by thrSecretary;

(d) Is a member of, and abides by the

m rules and requirements of, the Organ

Procurement and Transportation

OPAs to meet performance standards 3 * Network established under section 372

snd that there be only one agency per "
. service area. (See Organ
m TuilTptduuilun. Report of the Task

of the Public Health Service Act )
(e) Allocates organs, within Its service
area and nationally. In accordance with
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To amend the Public Health Service Act to revise and extend the program of

Mr.
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10

assistance to organ procurement organizations, and for other purposes.

wm THE SENATE OF THE UNITED STATES

August 7 (legislative day, A ugust 5), 1987

Byka (for Mr. ¢ o re) introduced the following bill; which was read twice and
referred to the Committee on Labor and Human Resources

A BILL

amend the Public Health Sendee Act to revise and extend
the program of assistance to organ procurement organiza-

tions, and for other purposes.

Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the “Organ Transplant
Amendments Act of 1987”.

SEC. 2. ASSISTANCE FOR ORGAN PROCUREMENT ORGANIZA-
TIONS.

() Additional Grant AuTHORITY .-rSection 371(a)

of the Public Health Service Act (42 U.S.C. 273(a)) is

amended—
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(1) in paragraph (2), by inserting “consolidation,”
after “operation,”;

(2) by redesignating paragraph (3) as paragraph
(4) and inserting after paragraph (2) the following new
paragraph:

“(3) The Secretary may make grants for special
projects designated to increase the number of organ
donors.”; and

(3) in paragraph (4) (as redesignated in paragraph
(2) of this subsection)—

(A) by striking “(1) and (2),” and inserting

“(1), (2), and (3),”; and

(B)(I) by striking “and” at the end of sub-

paragraph (A);

(i) by striking the period and inserting “,
and”; and

(iii) by adding at the end the following new
subparagraph:

“(C) with respect to earning out paragraph

(3), give special consideration to proposals from

existing such organizations.”.

(b) Limitations on Additional Grant Author-
ity.— Section 374(b)(3) of the Public Health Sendee Act (42

U.S.C. 274(b)(3)) is amended in the first sentence by striking

*s ibm is
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“section 371” and all that follows through “organizations”

and inserting “paragraphs (2) and (3) of section 371(a)”.

(c) Description of Organ Procurement Organi-

zation.— Section 371(b) of the Public Health Service Act

(42 U.S.C. 273(b)) is amended—

S 118

(1) in paragraph (1)(E)—

(A) by striking “size which” and inserting
“size such that”; and

(B) by striking “will include” and all that
follows through “year” and inserting the follow-
ing: “the organization canreasonably expect to
procure organs from notless thanfifty donors
each year”;
(2) in paragraph (2)(E)—

(A) by inserting “equitably” after “organs”;
and

(B) by striking “centers and”; and
(3) in paragraph (2)—

(A) by striking “and” at the end of subpara-

graph (1);
(B) by striking the period and inserting “,
and”; and

(C) by adding at the end the following new

subparagraph:
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“(K) assist hospitals in establishing and im-
plementing protocols for making routine inquiries
about organ donations by potential donors.".

(d) Authorizations of Appropriations.— Section
371(c) of the Public Health Service Act (42 U.S.C. 273(c)) is
amended to read as follows:

“(c) For grants under subsection (a), there are author-
ized to be appropriated $5,000,000 for each of the fiscal
years 1988 through 1990.”.

SEC. 3. ORGAN PROCUREMENT AND TRANSPLANTATION
NETWORK.

(@) Duties.— Section 372(b)(2) of the Public Health
Service Act (42 U.S.C. 274(b)(2)) is amended—

(1)(A) by redesignating subparagraphs (B) through
(H) as subparagraphs (C) through (1), respectively; and

(B) by adding after subparagraph (A) the following
new subparagraph:

“(B) establish medical criteria for allocating
organs and periodically provide to members of the
public an opportunity to comment with respect to such
criteria,”;

(2) in subparagraph (D) (as redesignated in para-
graph (1)(A) of this section), by striking *“organs

which” and all that follows and inserting “organs,”;

=S lllCl IS
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(3) in subparagraph (F) (as redesignated in para-
graph (1)(A) of this section), by striking “basis,” and
inserting the following: “basis (and, to the extent prac-
ticable, among regions or on a national basis),”.

(4)(A) by striking “and” at the end of subpara-
graph (H) (as redesignated in paragraph (1)(A) of this
section);

(B) by striking the period and inserting “, and”;
and

(C) by adding at the end the following new sub-
paragraph:

“(J) carry out studies and demonstrations projects
for the purpose of improving procedures for organ pro-
curement and allocation.”.

(b) Consideration of Critical Comments.— Sec-

tion 372 of the Public Health Sendee Act (42 U.S.C. 274) is

amended by adding at the end the following new subsection:

“(c) The Secretary shall establish procedures for—

“(1) receiving from interested persons critical
comments relating to the manner in which the Organ
Procurement and Transplantation Network is earning
out the duties of the Network under subsection (b); and

“(2) the consideration by the Secretary of such

critical comments.”.



1 SEC.

6
4. ADIVIINISTRATION.

Section 375 of the Public Health Service Act (42

3 U.S.C. 274c) is amended—

10years

11

12 SEC.

13

(1) in the matter preceding paragraph (1), by
striking “ 1985, 1986,1987, and 1988,” and inserting
“ 1985 through 1990,”; and

(2) in paragraph (4), by striking “one year” and
all that follows through “annual report” and inserting

the following: “not later than April 1 of each of the

1988 and 1990, submit to the Congress a
report”.
5. REPORT.

Section 376 of the Public Health Service Act (42

14 U.S.C. 274d) is amended by striking “shall annually” and

15 inserting the following: “shall, not later than October 1 of

16 each

vean”.

S 163 IS
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(CJ arrange far the acquisition and preservation of donated organ* and
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(E) Kara a slisttm to aSncate donated organa among transplant center* and
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(t) provide or arrange for the transportation cf donated argaaa to transplant
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(G) hare arrangements to coardinale ita actiritiea with transplant centers in
its service area,
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tithed under section 274 of this title,
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For grants under subsection (a) of this section there are authorised to be
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.000,000 forfecalyear 1987.
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f 274. Orgnsi procureoued and fnwwplanlaUrai network

(d) Contract anthwrtty d Sm rtaay. UmKalian." wnlbUe lyymyridliw

The Secretary ahallby roctract provide for (lie tsubliahmeal and operation of an
Organ Procurementaid TnuupUmtction Network vJuck meets (be requirements of
mubocctioa (b) of Thb wctim. The unoimt providbd under sach eoatrari is t»y fiscal
year may not exceed 52,00,000. Pnub for sack contracts aknll be taade available
from funds available to lie PubEc lleahh Service from appropriations tor fiscal
years beginning aflet fiscal year 1384.

<k) Fnnctinna
<1) The Organ Pttcuronenl and Transplantation Network shall carry out (be
functions described if paragraph (2) and shall—
A) be a prmte ronprofit entity which IS not engaged in any activity
unrelated to orgm procurement, and

(B) have s bount if directors which includes representative» at organ pro-

curement organHtiara (including organizations which have received greets
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under aeetka 2 3 of this title), transplant renter*, voluntary health aaiodadoiw,
and tbc genual public.
(2) The Organ Pncuretnent aad Ttansplantalio* Network aboil—
(A) eatalWililn ooe location or through regkraal centers—
(0 a rtatonal list of fanSvidoals who need organa, and
(1) anafcnal system, through the u»e of computer* aid aa oecordsnce
with caablshed medical criteria, to match organa aad iadhriduals Included
ia the 1st, especially iocEviduals whose immune system makes R difficult for
them tc receive organs,

OB) maintaina twenty-fourhonr telephone service to fadfitats matching or-
gans with hdrvdaak induded in the list,

(C) areid orpm procurerecut organization* u the dwtriotian of organs
which canmt be plaoed within the service aléna of (he CHgamzaticos,

(D) adoptark use standards of quality foe the acquisition and transportation
of donated crgva,

(K) preprae rod distribute, ou a regiooabzad basis, sazapkn of Wood sera
from cndmdialc who are included on the bet and whooe tmnune system make*
it difficult Tor them to receive organs, in order to fadfitats matching the
cnnpatabililylof inch individuals with organ domra,

(V) coorckufc, aa appropriate, the transportation of organs from orgm*
procuremen. organizations to transplant centers,

(G) provils iifor/nation to physicians and other health professionals regard-
ing organ tbnaSoa, sad

(11) colled, aoalyxe, and publish data concerning organ donation and trans-
plants.

Paly 4o 1T TANOL, | 672 aa roed OcL. I, 484, PrbL. 660, TWH (31 01,8

Sta

1Soia Origwal ITobbly akoakl be "ooropuinkly”.

r nkaa Sedan, ActMy L JH t Wn V\)ctroa ofktapkW fqgjklfca wra awsUed in A*
377 I 37Laaktd Jaly X rrvraro of érw b&/ KA L M-007,

171, TE D | 201 TOScaC 710, aa aacodod Trtk 4201, Oc n Sac 2341
Tuncz 199 PakL [A-70, J 3IEbX2M4X T3 Utbbtf thWg ForlcgkkCzac bbkoa rad
L 141, wlack react*to P'» w m 1884 U't

0 AlaAa for Baré)ora at FaWl 98-307,
araml bait proyzwr aad yaysxat for coo-  Oodjp aad AA*. Hew*, p. 387

{ 271a. Sdesttfk registry

The Secretan steE, by grant or contract, develop and maintain * scientific
registry of the recpients of organ transplants. The registry shall itdade such
reform*tioc rrsferthg patients and transplant procedures as the Secretary deems
necessary to as ocgoing evaluation of the scientific ar' dintcsl statazs of organ
tranrplantaUm. TV Secretary shall prepare far inchwam m the report under
scctwn 274d of thii title an aatlyai* of infornttioa derived from the registry.

Q@‘Y 284]58,44, ¢ Sat, Ida I1l, 4 M. a* added OcL 19, 1964, PuVU 98-687, Twa H. f 101, 88

rtoMU raHhta 1- for ksk
Ea 0ra 0 B-337, & x
*ad Aldl N»a p 3973

| k d
Wie kenory cad

iue
9%

| 274K General pcovblowa respecting grauata aad ion tracts

(a) AppEcsUaareplaaal

No grant may be made under seetioa 278 or 274* of this title or cortract entered
into under sedaat 214 or 274a of this title unless on appliestiaa tkerefor has been
suhtnhted to, and sjprovod by, the Secretary. Such an appbeation skal be ia snds
form and ahall oe mbnutted in such maimer as the Secretary slliH by regulation
prescribe.

A) Speck* cswatMvakou ao* pttalg; pkadajso* rWwIAAwuit gvsato
(1) In oonsSderini applications for grants under section 273 of this title—
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(A) Uk: Serreary shaB lilt priority lo any applicant which has a fco»«i
agreement af mopentisa with >1 InnspUat centers In ha proposed worries
8701,

(B) the Secretary abaD Biro special consideration to (ngisttstiau* which (ait
Uic requirementi of sectioa 279(b) of thia titla before October 19, 1961, end

(O the Secretary shall not diacrrrsAt*ip im tu applicantu itij bocanea H
provides hearirare services other than those related to srgan procurement.

The Secretary may not make a grant for more than one organ procurement
organisation which‘wrve the aame Service area.

_&2) A grant for phoning under acdiaa 273 of thia titla may ba mad* toe coo year
with'respect to sqyargan procurement organiniboa and mdy ant exceed 3160,000.

(3) Grants under sectim 273 of this title for the catahfishment, initial operation, or
expansion o f organ (rocurcment Rrganizationa may be made for two yearn. No such
grant may exceed £.*00,*00 for any year and noorgan procurement orgauixatioc saay
receive more tlian 3500,000 for iriifial operation ot expansion.

(e) Pané tlon af pant sannnlj MN M peuatc rec«ikn|hc ucea farimyiiu

al 520115 sad eanmiasuane

(l; The Secretary shall determine the amoimtof a grant raade rmder section 273
or274aof this title Payments under such grants may ba mads ia adrenos on Urn
basis of estimate* or by the way of reimburSement, with necessary adpmtmeurta so
account of onderpajmenta or overpayments, and ia such installscuts and oo such
terrﬂs and condition! aa the Secretary Sods necessary to carry oat ths purposesof
such grants.

<2)(A) Each reaped vfa grant under section 273 or 274a of this title shall keep
rocfc.lecareks as theSecretary till prescribe, iothtdtag records which folly disclose
the amount and diayosrtioa by such recipientof the proceeds afjock gnat, ths total
curt of the wndertildag ia Coxaectioa with which such grant'was made, and the
tfflioset o f that pcrCon of the cost of the undortskmg suppfed by other sourer*, and
sadt other records u wtD facilitate an effective audit

(B)  The Secretary and the Comptroller General of (ha United Utatea, or an
their dxly aaihoriscd répresentatives shall have access for the porpose of andit aa
examination to any boohs, documents, papers, and record* of the reqpemtofa grant
wider cection 273°or 274a of this title that are pertinent to such grant

<d) DcAatUMw
For purposes of Jus part: o _
Fl) Hie tern "transplant renter” means a health care facility in which
transplants of organs are performed. . .
(2) The tent "organ" means the human kidney, licet, heart, long, pancreas,
aad ‘aay other hniaaa organ (other than corneas and eyes), specifie e
d ‘aay otherh gan (other th d eyes) specified by th
Secretary by ngatatiaa and for purpose* of section 274u ¢ this title, sroch’term
includes hane narrow.
gtsl¥ 21é 1590*4, C.sn.rWein. { 374, as added Oct. 19. 1964, PubX. *8-557. 730* n. * 20!, *8
a *

LtgH»*Te THwmj_Forlgshim bitory med
ru&)?se rf fubJU **107. see IH4 VS, Code
Quit. sad Ada. News p. JJTi

f 274c. AAsdnhstralkm

The Secretary stall, daring fiscal years 1385,1386, 1987, and 1168, designate and
raahrtara aa idéntifiable administrative unit in the Public Health Service 10—
(1) administer this part and coordinate with the organ procurement activities
under title XiTin of the Social Security Act [42 US.CA. | 1336 ct aeq.J
(2) conduct* program of pubSc information to mfarm tho public o f ths need
for organ donttioos, _ o N
(3) provide technical assistance to orﬁan procurement organisations receiving
funds under tectkro 273 of tins tide, t

tion Network tslablnhed under sectioa 274 of this title, and other entities in the

e Orqan Procurameat sad Transplanta-

of
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heglth care system involved iu organ donations, procurement, aad truuptunts,
an

(4> «oc yearalter the datj oa which the Taak Force oa Otrgma Twaeplantatk/n
trausmits its final report adcr section 104(c) of ths National Or?_an ransplant
Act, and annual)? thereafter through ftaczl year 1388, submit ti Congress an
annual report on the statui of organ donation ixd cooidiaatioe servioea aad
include ia the rejnrt an aealyuis of the efficiency ami effectireoss* of the
preuremetil and allocation rf organs and a duseription of problem encountered
1a the procurementand aTkr*lias of organa.

éJai|I_1 [¥** ¢.379. TTtk at. | m aaaiiei OcL 10. 196* fotiL 84-S07, TUu U, j SOI. 98

taL {t*6J

S-a_fti*u*y\tﬂa fTaLI IMt,XVIF!iX4;Adt S_cfarf Langft%W&tsr'b Eggﬁbtl%kgurjéog*
s:‘*%'#ﬁf&v%:ﬁc AR oG BUPAR O R TP B U1 <0
do eckr7r1f0|4(|;ta]!e.h Muiou] Otoi T

.gtth c) rf the Muj tpi Trut*

Lok SRR e

{ 2744, Bepoct

The Secretary ahak annually yobhah a report oo tbe scientific and dnkal stains of
organ transPhntana*. The Seeetary shsB consult with the Directorafthe National
InStitutes of Health and the Commisaionerof the Food aad Drug Adnieistretion in
the preparation of the report
Duly L, 19** e 875, Title IIf, | m, u added Oct. 19, 1984, PabX. *8-6*1, Title It, f 391, M
Stot 23*61

lasMwh* U a |, Foekfadrfm theory aad
EtupcK of FabX. 94-JOT. ace ISM 178. Ctodc
hop, and Ada. News p 3979,

} 2714c. PmbIW is oforganpuiehsaq

<@ Pvwhthtlten

It shall be unlawful far any penou to knowingly acquire, reoetre, or otherwise
transfer any human organ for raloahle consideration for use in hnrmn transplanta-
tioa if the transfer afféctx mtestate cotnmeree.

(t0 Fcualut*

_Ang erson who violates suhtectiooga) of this section abull be fined uot more than
8fi0,000 or in.-prfecaed m I'non than five yours, or both.

tcV DeflulUam

For purposes of subocctian (i) af this section:

(1) The tern “human organ" means the human kidney, lira-, heart, lung,
pancreas, ban? morrow, cornea, eye, bona, snd skin, and aay otherhnman organ
specified bp the Secretary af Health and Human Services y regulation.

(2{ The term "valuable consideration" does uot indnde the reasonable pay-
meats associated with the removal, transportation, implantatien, proevwsiug,
Preservutxml quality coatra) and storugc ot a human organ or lie expenses of
ravel, honalag, aad loot vagea incurfed by the donorof « hrxua organ ia
connection with the d~otim of the organ

(1) The term “inlerutati eonnaerce" has the meaning preacibed for it by

sectioa 321(b) af Tile 21.

(PotiL *8-5*7, Title 1Q, | 301, Oe. t», 196* 8Sat 23*t)

OsMWatiuw _Sattaca osctcd m jmn of lhc ~ L*hWha HMwy. Pm kyrfntn hwxuyn )
ttxhanal OrfcaTasaplaxlAct audMat pntof 8arpow of FubX. 58-W7, da 1*** U8. Code
lhc TM ¢ Itafll Service Act. bu*. awl Adw. No*, p. 998.
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§ 13206-8, lospMn! protnonfa far orgttnyrocamuatud ctmdarda for organ
pneanraukt ngrracicc

(a) CE&Uebcat of ynliMk; tnoaibenhAp k Oagan Preerartment snd TnaaybeQation

El) The ScfeUxy alall provide tint a hoapiul meetiaf the reqoirereeala of
avbehdpter XVTIl ot XiX of thsa chapter may participate in the program estihhahed
trader »odt nhdtapter only if—
(A) thehonpAt]d catiblishca written jrotocola for the identificitoo o! jotentiil
orpn daors that—
(i )assure that fatniiea of potedn) arﬁaa donom are tirade awate of the
optkn of organ or tissue donatioo and their option to drrfoir.
(11 cncorragbt checrction and eeniitmty with raped to the dranratane-
ea, views, and beliefs of such C*xakEc*, and
(U) require that an organ prorzrementagency designated by tbe Secre-
tarypursuant to subsection (b)fi)F) of this section be notified of jotentid
orgm donors; and
(B) U ths caM of a hospital in wtoch orqan tnmpfauta are perfumed, the
hospitalaa memberof, and abides bythe ralee and reqairesaanta of, tie Organ
Procoreaent and IYanapbrrtathm Network established pursuant to settioa 274
of thia ttte fm this section referred it as thn “Network").
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(3)  For purposes of this subsection, the larra “organ" Meats a bugan kidney,
liver, heart Wng. pancreas, and any other hvaaa organ or Lkxte specified by the
Secretary for purposes of this subsection.

(b) Oipu|we— tisgeacy sfawfsrtis

(t) Tht Secretary shall provide that puynsnt may ba rauuh grader sobchapter
XVIllor XIX of this chajtar with raysct to'rargm pcoegfwasratMsto attrfm tshls to
payments made to an argta provnreraant agsocy only U ths a#ary—

SAXJ) ia a qualified orgnc, procursmeat organisation (aa leacribeJ ia section
273(b). o f Una title) thatrsoperana ondera?ranttrradeuntersectrora279(a)o
thia titk. or (a) has beea certified or recerfified by ths fecrstary within the
prertoci two yean sa Meeting the iteokardi to bea goalfiad organ procwrw-
raorat ocganisatioa (u so desenbsd),

(B) Meets the reqtdrtmetrta that are appXcahle undsr mdi title for organ
procurement agenciea;

(CD neeta performance-related standards presaibed by he Secretary;
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(D) ia a member of, aad abides by the rate* and ngairaeente of. ths '

Network;

fIS> ISocates organs, within its serrroe area and DStkmalf, in secordaucs with
medical criteria and the poleits of the Network; aad

(F> e designated by the Secretary as an organ procvnneat crgauiuttios
payments to which may be treated as organ proenrememt cats for purposes of
renaburoeraent trader fuch oubchapter.

(2)  The Secretary ma7 not designate more than one organ psicarement otganiza-
litra far each service area (dcst-ibcd in sectioa 279(b )(l)? E)of thss title) under
paragraph (1)(F)-

1/5-\8 14, 16(3)% )t KU, Tilk X). J 11)3, M wVkrd OcL U, 1*84, PvkJ- 9*604, Till* DC.) *81Sp'

1Sois arigial Trdbdtfj ikoui be Ta".

(SkOh DStO SaCtIOO 9511(br) f PSkU ta aootuo akal « pp fr6am oforpas pcocswt
99-509 p«mM tkat xshaec. (a) of da wooon oa orstarOca L 19*1
tta) atff¥ U kowraaU yarticipatas ia lke yrov- tigdkdva Hktaay. ork ktatraldatary ted
snraa oatcr aabduftn’ XVID aad XIX oftta focpoac of Psk.L 99-0
daptoaaofOct. 1, 19(7, aad tku ittae (b)of Coos, and Ado. Newap-

Paw B—Pisa Renew cwUnuzanoa akd Quixtrror Hutu Caac Seavnaa

4 1221c. Purpose

Znsrthv Oak S6csros %ﬁ % F|T6 970% aoctiooa 13200-14 to 3200-19, 13200-23. tot

| 23 ] 3 *V\(} 13t109 22|cfttda trde ra(d |ra(sjj p(r)n |ar1r§103aaf

«, Wi »8 oat «*sola aider ita txriowad mOjcn 13030
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\%Vs%% a5 39ﬁf | 9 0& roiawel oc rt ata tknlalr of tta ratmnvwl cf
«fl>, 1396a raid” 139 c t .omkuri  Ura Act(ScjL 3. 19«1

{ 132*0-1. DefisdUesi of utlfizaltora and gaality csratrot pett review srgaraizalsa

The term “atiEiation and qvaBty control peer review orjannation" mean* an
entity which—

(IKA) is composed ofa substantial number of the liunsAi doctors of metfieinc
and osteopathy emgagod in the practice of medicine or surgery ia the area tad
who are representative of the practicing physicians in tia area, designated by
the Seeretery ondersee$on 1320c-2 of this title, with res& et to whkh ths entity
dull perform services (trader this part, or (B) has aw labkto it, by arrangeineat
orotherwise, the services of a su ficient number of licenaid doctorsofwxxScfate
or irateopathy engaged in the practice of median* or si gery ia such area to
assure thatadequate peer review of tbe acrvioes provided Vy the various medical
specialties and nbopeeialties can be assured;
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PROCLAMATIONS
No. 5643

Proclamation 5643 of April 29,1987

National Organ and Tissue Donor Awareness Week, 1987
52 F.R. 15935

By the President of the United Stataa /if America

A Proclamation

Spring is a season of promise and renewal and nothing couid be more Tilting
during this time than to reflect on God's abundant miracles of life and growth.

Organ and tissue donorship presents an opportunity to share in these mir-
acles. Medical technology has made it possible for thousands of Americans to
benefit from organ and tissue transplantation. Sometimes this means restored
vision or help for severe burns; sometimes, a heart, liver, or bone marrow
transplant. But whatever the case, organ and tissue donorship shows the
magnificent generosity of the American people.

More and more Americans are aware of organ and tissue donorship, thanks to
much education about this worthy cause. The American Council on Trans-
plantation has prumoted organ and tissue donorship diligently for the last 4
years. Others, such aa the National Kidney Foundation, the Lion# Club, the
Children's Transplant Association, and the Boy Scouts of America, have
joined in the effort,

The results are moat encouraging. Millions of Americans now carry organ and
tissue donor cards. Many Btates give people the opportunity to sign donor
cards when they complete their driver's license forms. Our schools and our
media have also become involved in this cause.

But It is each American family and each citizen who makes organ and tissue
donorship work. The generosity of organ and tissue donation Is a very private
m atter between individuals and God, the giver of life. So. as all of us rejoice
this springtime on the hope and promise o flife, let ue also think about signing
organ and tissue donor cards. We keep that promise alive by helping others in
need.

The Congress, by Senate Joint Resolution 69, has authorized and requested the
President to issue a proclamation observing the week of April 28 through May
2.1087. a* "NJatinrtnl Organ and Tittu* Donor Awarenata Woak".

NOW, THEREFORE, I, RONALD REAGAN, President of the United States of
America, do hereby proclaim the week of April 28 through Mey 2, 1987, as
N ational Organ and Tissue Donor Awareness Week. 1ask health care profes-
sionals, educators, the media, public and private service oiganizatlons, and all
Americans to join in supporting this humanitarian cause.

IN WITNESS WHEREOF, | have hereunto set my hand this twenty-ninth day
of April, in the year of our Lord nineteen hundred and eighty-seven, and of the
Independence of the United 8tates of America the two hundred and eleventh.
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Thomas C. Wood, M.D,. F.A.G.P.
INTEF .,L MEDICINE AND NEPHROLOOY

PROVIDENCE MEDICAL OFFICE BUILDING SUITE 661
6040 PROVIDENCE DRIVE. ANCHORAOE, ALASKA 99608

(907) 662-0712

STATEMENT IN TESTIMONY

DATE: October 21, 1987.

TO: Legislative Hearing.

RE: House Bill #306 (Sponsors Gruenberg, Grussendorf, Koponen, et al).
FROM: Thomas C. Wood, M.D.,F.A.C.P.

I appreciate the opportunity to present testimony at this legislative hearing.
Because of late notification, 1 was unable to come to this hearing and greatly
appreciate the willingness of Kathy Purintun, R.N., to read this statement.

An earlier draft of the bill was submitted to me, and |1 replied in writing on
April 8, 1987. A copy of this letter to Representative Gruenberg and Senator
Fischer will be appended to my comments today. o

My greatest concern with the bill as submitted is the application of the law to all
hospitals within the state except those exempted by the Commissioner of Health &
Social Services. At present, only hospitals in major cities are able to remove
tissues for organ transplantation, and it seems most appropriate to me to direct
the law and subsequent regulations to those specific hospitals in Fairbanks,
Anchorage, Juneau, and Ketchikan, where there is the medical expertise for the
removal of appropriate organs and tissue and for their transfer to a transplant
center.

The identification and support of potential donors is as much a requirement for
successful organ donation as is the legal identification of such donors either by
the individual himself or his next of Kin. Ideally, after brain death has been
declared, the heart-beating cadaver is maintained until suitable transfer to the
operating room on a respirator, at which time the organs are removed and sent
to appropriate receiving institutions for actual use in transplantation.
Alternatively, 1in an unusual circumstance, the entire cadaver can be transported
via air ambulance to a major transplant center where multiple organs can be
removed and utilized. This situation obviously exists 1in only the major
population and transportation centers of the state.

There are strict medical criteria which are used before accepting a donation.
These will include the knowledge of the donor 3 past medical history, the
absence of any infectious disease, willingness of the next of kin to either honor
the donor"s request for organ donation or provide that consent themselves, and
finally the necessary medical support services to insure that appropriate organs
can be removed and transported in a viable condition. Even under the very
best of circumstances, this requires involvement of many members of the organ
transplant team, the coroner, and appropriate hospital personnel.

CONTINUED ON PAGE TWO.



Statement in Testimony
Re: House Bill #306.
PAGE TWO.

October 21, 1987.

Within Anchorage, only approximately one out of every ten or fifteen identified
potential donors is ever utilized for organ donation because of the above
conditions. To require personnel in smaller hospitals unfamiliar with the medical
and transportation requirements for organ donation is likely to increase emotional
distress among the survivors as well as overload the currently available
personnel familiar with the transplantation program. n

Two Tfinal comments include the absolute necessity for insuring that the hospital
and appropriate medical personnel do not accrue any liability for either asking
permission for organ donation from an inappropriate potential donor or from "the
failure to identify an appropriate donor. The bill must also be in compliance
with thenew federal lawregarding request for organ donation.

Thankyouagain forallowing me to presenttestimony at thislegislative hearing.

Respectfully,
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THOMAS C. woob, M.D., F.A.C.P.
Medical Director/Alaska Kidney Center i
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Internal M edicine Associates, In¢
A Professional Corporation
2841 DeBarr Road, Fifth Floor
Anchorage, Alaska 99508
Telephone 276-2811

PULMONARY: INFECTIOUS DISEASES:
Beth A. Baker, M.D. FCCP October 21, 1987 Paul L. Steer, M.D., FACP
George L. Stewart, M.D.

Norman J. Wilder, M.D., FCCP, FACP NEPHROLOGY:
Steven B. Tlicker, M.D.

GASTROENTEROLOGY:

Richard F. Buchanan, M.D. HEMATOLOGY/ONCOLOGY:
Charles R. Shannon, M.D. James M. Sprott, M.D.

James B. Watson Ill, M.D. Mary L. Stewart, M.D.

TO WHOM IT MAY CONCERN:

Re: Impending Legislation Regarding Organ Donation

At the present time there are currently more recipients awaiting heart, liver
and kidney transplants than there are organs available to satisfy that need.

It is my feeling, therefore, that efforts to increase the availability of
organs for appropriate use need be increased.

It is for this reason, therefore, that | support legislation predominantly
directed at increasing public awareness of the organ shortage, as well as
increasing specific family counselling in appropriate instances.

Alaska has always participated in anorgan donation program, predominantly
with the University of Washington in Seattle. We are now part of the Northwest
Organ Procurement Agency and have been active in this regard.

As outlined, therefore, | am inagreement with the general spirit ofthe legis-
lation, particularly as it addresses increased involvement at the Division
of Motor Vehicles so that new drivers are specifically counselled as to organ
donation and would also increase the involvement of the hospital staff to
approach patients and their families in circumstances were organ donation
may well be appropriate.

| also believe it is vitally important that in a remote area such as Alaska
that small rural hospitals where the facilities for appropriate organ donation
are not available not be held accountable to this legislation. I likewise
think it is imperative that any bill include specific legal Ilanguage that
prevents lawsuits arising from either families who were upset that they were
approached and also specifically prevents families from lawsuits where for
one reason or another they were, in fact, not approached regarding this subject.

The purpose of this legislation in nmyopinion is not to open potential legal
avenues for suit, but to increase the availability for organs in a situation
where there is national shortage. If this legislation will accomplish those
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Agency Kathy Purintun R.N.
Organ Donation Coordinator-Alaska

3200 Providence Drive
Anchorage, Alaska 99519-6604
(907) 562-2211 Beener 352

Dear Ladies and Gentlemen of the Alaska Legislature:

House Bill 306 supports organ donation as an opportunity of voluntary giving.

I am in favor of organ donation when it is aDDropriate and carried out in a

sensitive and caring manner. The process can provide solace and something

positive in the tragic loss of life to a donating family. It can also improve

the quality and longevity of life for a recipient. But the need for organs is

greater than the number available, mainly since transplantation success rate have imoroved.

This morning, (UNOS) United Network of Organ Sharing comDuter in Richmond,Virainia
has identified the following numbers of recipients waiting for organs: 10,100 for
kidneys, 462 for hearts, 350 for livers, 95 for heart-lungs, and 50 for pancreas.
Closer to home,there are/.~waiting for kidneys and waiting for hearts who are
Alaskans. And on the other hand,/3 people received kidneys transplants last year

and 8 Alaskans received a heart transplant.

The National Transplant Act of 1984 identified the shortage of organs because medical
professionals were not identifying potential donors and offering the option to donate
to their families/next of kin. Data from the Centers for Disease Control suggest
that approximately 20,000 persons die each year under circumstances that make them
suit.v'e for organ donation, yet only 3000 organs are donated each year, mostly
througn approaching families at the very worst hour of the very worst day of their
life.

HB 306 is patterned after the Federal Required Request Legislation PL-99-509
(Omibus Budget Reconciliation Act of 1986) requiring hospitals to have organ
donation policies whereby potential donors will be identified, families given the
option to donate when appropriate, and organ procurement agencies/tissue banks
notified to coordinate the process. aHdxKgKBXsKXHXXBfxBXHHRXXBKXxijxxMsxx  This
law went into effect October 1, 1987. To my knowledge, at least 32 states have
passed state required request legislation.siVice 1985. While this is an important
step, current statistics show that tissue donations (cornea, tendons, bone)have
increased, organ donations have not. By November 21, the Federal Goverment will
assign one OPA per geographic region in the U.S. Currently there are 150 OPA
with competition for organs occuring in some areas. Alaska has always been linked
to Seattle (NKC/NOPA) for 15 years. This is an independent agency covering the
WAMI region to assist hospitals with the organ donation process and nrovides organs
to a variety of transplant centers through the UNOS comouter.

The Medical community in Alaska (Anchorage, Fairbanks, Juneau, and Ketichan) support
the philosophy of organ donation and we have a very workable system. Out of 28
health care facilities in the state, 7 hospitals have been identified by the”OPA
as medically able to provide services to evaluate and modica14y- manage4d6fgM W i£s.
I have been working with these hospitals over the last year to provide education
and an understanding of the organ donation process. ‘zS CVKLvn (Ao”ctfiuMS /r<,
(3 ‘rtfCush, Ss 'HiQArs, /o
This legislation supports the essential area involving organ donation in Alaska:
1) identifing potential donors is a hospital responsibility

NOPAOffice and 24-Hour Nunber i206i 292-2795
Northwest Kidney Center = 700 Broadway, Seattle. Washington 98122
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2) request permission of the coroner for recovery of donated organs

3) present the option to donate to the family when it is appropriate

4) encourages discretion and sensitivity in dealing with families -
training of the personnel who will be requesting the gifts. It is
important to ask, but it is just as important to answer all questions
and support their decision. Needs to be done without infringing on
people's deeply held values and rights.

5) In Alaska, logistics and medical facilities in rural communities
may exempt hospitals from meeting the requirement set forth in this
legislation. 6)No cost to the family

7) Law and medical emergency personnel to check for donor cards at the
scene of the accident and inform the hospital staff of such

8) Encouraging the MWD to ask all Dersons orally if they wish to be an
organ donor when applying for their identificaton card. (70-80%public
favor organ donation, yet statistics show 19% have signified it
on their drivers license or ID card) Education of MVD employees

) concerning organ donation is essential so they can handle the questions.

9) When acting in good faith, the person acting in accordance with the
law will not be liable for damages or subject to prosecution.

There is,however, that the legislation does not cover:

1) Page 1, Sec 2 (b) The national law identifies two additional situations
when it is inappropriate to request a gift - religious beliefs and
acutal notice of contrary indications by the deceased or family members.

2) Bottom of page 2 and top of page 3, Sec 4 (a) It is misleading to
assume in Alaska for total body donation for the purposes of medical
education or research that there would not be a cost to the family/
estate for the transportation of the gift. U. of W (our closest
medical school) provides free transportation for only a 75 mile radius.
Therefore, for Alaskans wishing to donate a gift of the entire body,
the transportation cost would be there responsibility.

One final point, | would like to make, is that JCAH (Joint Commission Accrediation
of Hospitals) has included organ donation policies as a standard for accrediation
after January 1988.

I stongly support this legislation because the "gift of life" depends on the
recognition of potential organ donors; on the recognition depends on an awareness

of the need for organs and a knowledge of the procedure for donation and transDlantation
It provides that human connection of encouraging personal decisions about organ
donation and following through a process when it is aDpronriate.

I commend Max Grunberg, Grussendorf, Kopenon for the creative approach of restructuring
the Alaska'a Uniform Anatomical Gift Act with this "required request" legislation.
Most states have drafted a separate bill, but | feel Alaska approach is also very
approriate. Thank you.

NOPAOffice and 24-Hour Nurrber 12061 292-279%5
Northwest Kidney Center = 700 Broadway. Seattle, V\&shington 98122
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FACTS - MEDICAID PHARMACY PROGRAM
SB 255

All medical providers occept pharmacists in Alaska participate in the

Medicaid program.

The majority of pharmacies will continue to serve medicaid and GRM
clients. 95% of the pharmacists in Washington State participate in
the Medicaid pharmacy program. National statistics shew the same high

rate of participation.

The Medicaid pharmacy program will not force small, independent
pharmacists out of business. The majority of pharmacists in Washington

state are independent pharmacists and many are sole community providers.

Adding Pharmacy as a Medicaid-covered service saves 50% in state funds.

IT Alaska had adopted a Medicaid Pharmacy Program in FY85, the State

would have already saved over 4.5 million.

If SB 255 passes it will save a minimum of $5.5 million in state general

funds thru FY90.

The purpose of SB 255 is to gain federal matching funds not to pay

pharmacists less.

Native 'cross-over™ 1is a non-issue. The majority of IHS - eligibles are
already using the pharmacy of their choice - whether it is a private
pharmacy or an IHS facility. Nationally, and in Alaska changes in

Native utilization patterns have not occurred due to a change in payment

sources.



255

The changeover to a Medicaid pharmacy program will be invisible to

clients.

Alaska Pharmacists are the only medical provider in the state and in the

nation paid out of 100% state funds for Medicaid clients™ services.

Alaska is the only state not claiming federal funds for pharmacy

services under Medicaid.

Legislative Audit has recarmended that the Legislature adopt a Medicaid

Pharmacy bill.

The Alaska Health Association has recamended adoption of a Medicaid

pharmacy program.

The Governor®s Interim Health Care Corrmission in its final draft has

recarmended adoption of the Medicaid pharmacy option.

The Department will enact no changes in payment to pharmacies without

publishing regulations and holding public hearings across the state.

The passage of the Medicaid Pharmacy option will not change the

paperwork or the billing process for pharmacists.



A Medicaid Pharmacy Program can pay geographic differentials.

A Medicaid Pharmacy Program can pay a differential for "Mem and

pharmacies.
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Medicaid Drug: Program

During the 1985 legislative session, HB 209 was introduced
by the Rules Committee at the request of the Governor. The

purpose of the bill was to allow the State to request parti—

cipation in the Federal Medicaid prescribed drug program.
Medicaid offers a program by which it will pay half of the
costs of prescribed drugs for covered individuals. Under
this program Medicaid allows payment of a dispensing fee in
addition to the cost of the prescribed drug. This dispens—
ing fee would be established by the State based on a variety
of factors. In effect, under this bill the State would be
telling pharmacists how much they can charge for prescribed
drugs paid for under the Medicaid program.

We can find no evidence that the Board of Pharmacy formally
opposed HB 209. While many pharmacists, 1including past and
present Board members, testified against HB 209 before both
the House Finance and the House Health, Education, and
Social Services Committees, they have done so on their own
behalf and not at the formal request of the Board.

Currently, prescribed drugs for qualified individuals are
paid for by the State under the General Relief Medical

(GRM) program, which 1is funded entirely by the General

Fund. Under the General Relief Medical program, prescribed
drugs are paid for at the price set by the pharmacist. I
HB 209 is adopted, the costs would be split with the Federal
government. Alaska 1is only one of two states who do net
participate in this program. The Department of Health and
Social Services (DHSS) estimates that the cost savings to
the State, by enactment of this bill, would be approximately
$1.4 million annually.

At the end of the 1985 session, HB 209 had been passed by
the House, but not the Senate. In September 1985, DKSS met
with pharmacists and tentatively agreed to a collection of
alternative cost saving measures 1in lieu of HB 209. If
these measures are implemented, the State®"s General Relief
program would save approximately $700,000.

Although the proposed compromise between DHSS and the Phar—
macy Association would reduce the cost of the prescribed
drug program to GRM, all expenditures would still be General
Fund monies. In our opinion the implementation of HB 209

STATE OF ALASKA _14_ DIVISION OF LEGISLATIVE AUDIT

X C.



would b"- preferable to this ccr.proiT.isc. Participation

in the Medicaid pronratr. would allow the State to provide
eiiptble recipients the same level and qualitv of service
at almost half the cost tc the General Fund. ™Using sched—
ules prepared by DHSS"s Division of Medical Assistance, we
determined”~that if the Medicaid Drug program had been 1in

exfect during FYs 84 and 85, the State would have saved
over S2 million.
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FISCAL NOTE ANALYSIS

"An Act relating to pharmaceutical medical

and providing for an effective date™

FY89 Governor & Medical

GENERAL RELIEF MEDICAL Request
C-4 Transfer to Medicaid
Decrement to Remove Pharmacy
REVISED

FED
MEDICAID NON-FACILITY Request 17,145.4
C-4 Transfer frcm GRM -0-
Increment for Federal 1,370.6
REVISED 18,516.0

HB 315

Assistance Request

GF

9,380.4

[1,370.6]

[1,370.6]
6,639.2

GEM

17,213.2
1,370.6
-0-
18,583.8

Program

169.0
-0-
-0-

169.0

assistance for needy persons,

Total

9,380.4

[1,370.6]

[1,370.6]
6,639.2

Total

34,527.6
1,370.6
1,370.6

37,268.8

With a move of prescription drugs for Medicaid recipients fran the General

Relief Medical
participation ratio.
October 1,

1988 implementation date.

The national
to the U.S.

rate of increase for prescription drug costs
Department of Labor was §%.

(GRM) Ccnponent to the Medicaid Non-Facility Component,
Medicaid funds would become available at a 50/50 federal
The Governors FY 89 General
request for Title XIX pharmacy is $3,654.8.

financial
Relief Medical
This fiscal

budget

note assumes an

in 1987 according
Ebr purposes of this fiscal note

the Department has assumed 8% as the annual rate of inflation for
prescription drugs.
Medical Assistance Administration - Claims Processino

The administrative costs except for the $14,000 for computer programring

changes will not be necessary if the
approved as introduced.

Travel:

increment

On-site pharmacy reviews for dispensing fees,
validating acquisition costs for drugs,
meetings with the pharmacy association,
gathering data for pricing compounded drugs.

and

in the Governor % budget is

$10,000



Contractual:

Professional services contract for pharmacist/ $84,000
pharmacy services*

Cne time funding for fiscal intermediary to

change computer system, documentation including

provider manuals, change the collocation code

table to shift expenditures from GPM to Medicaid,

change pricing logic, and add new edits $14,000

On-going funding for fiscal intermediary for
Blue Book update of average wholesale prices

into MMIS claims processing system S 3,000
Space Pent S1.25/sq. ft. X 200 sq. ft. $ 3,000
Communications - Long Distance and Printing S 1,000
Advertising and Printing $ 1,000
Supplies: S 1,500
Total $117,500

Federal $58,750

SGFW $58,750

Increases frcm fiscal year to fiscal year are projected at 8%.

* lhe Department proposes using the services of a contractor to do the
initial work of design, development, and implementation of a Medicaid
pharmacy program. However, the Department may elect in subsequent years to
seek legislative approval of a permanent position for these services.
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WE OF THE PHARMACY COMMUNITY IN SITKA APPLAUD YOUR EFFORTS TO
ADD HOME HEALTH CARE LANGUAGE AS SPECIFIED IN HB 315. ALREADY IN
ALASKA THIS NEW TREND CAUSED BY RISING HOSPITAL COSTS HAS FORCED
PEOPLE TO BE CARED FOR OUTSIDE THE HOSPITAL ENVIRONMENT SOONER.
MANY CASES DOCUMENT THAT COSTS TO THE FIRST, SECOND OR THIRD
PARTY ARE 1/3 OR 1/2 AND IN SOME CASES AS LITTLE AS 1/I0TH THE COST
OF HOSPITALIZATION, SIMPLY BY PROVIDING HOMVE CARE THROUGH AN
AGENCY AND A DURABLE MEDICAL EQUIPMENT PROVIDER WHILE A PATIENT
RECOVERS FROM AN ILLNESS OR AS AN ALTERNATIVE TO LONG TERM CARE IN
AM INSTITUTION. WE SEE JUSTIFICATION FOR KEEPING MORE PATIENTS
HOVE IN ALASKA WHERE THEY RECOVER FASTER AND MORE COMPLETELY
THAN EXCURSIONS TO OUT OF STATE HOSPITALS.

AS PROVIDERS FOR BOTH PHARMACY AND DURABLE MEDICAI SERVICES,
WE HAVE SOME VERY REAL CONCERNS ABOUT THE FUTURE. ARE WE TO
EXPECT TO PROVIDE USUAL AND CUSTOMARY QUALITY FOR OUR PRODUCTS
AND SERVICES AND IN TURN BE PAID A USUAL AND CUSTOMARY RETURN?
OUR COSTS OF DOING BUSINESS IN OUR AREA CONTINUE TO RISE YET WE ARE
BEING TOLD WHAT WE ARE TO BE PAID BASED NOT ONTHE QUALITY COF
GOODS AND SERVICES BUT ON THE CHEAPEST PRICE IN THE INDUSTRY. WE
FEEL AN OBLIGATION TO SERVE OUR PATIENTS WITH THE BEST CARE FOR
THE BEST PRICE; HOWEVER, WE STILL MUST MAINTAIN AN INVENTORY OF
GOODS AND BE ABLE TO PAY OUR PROVIDERS IN A TIMELY MANNER AND
COVER THE OVERHEAD COSTS TO ALLOW US TO DO BUSINESS THE NEXT
MONTH WHEN SOMEONE ELSE REQUIRES OUR SERVICES. A GOOD EXAMPLE ARE
WHEELCHAIRS AND BEDS. THESE ARE EXPENSIVE ITEMS RUNNING ANYWHERE
BETWEEN $250 AND WELL OVER $1000. THERE ARE MANY TO CHOOSE FROM
AND MOST PATIENTS REQUIRE SPECIAL NEEDS IN THEIR CHAIRS AND BEDS
OR WHY WOULD THEY NEED THE SERVICE IN THE FIRST PLACE. WILL YOU PAY
THE $750 FOR THE RECIPIENTS PROPER CHAIR OR ONLY $250 FOR THE
"CHEAPEST" CHAIR BECAUSE IT'S AVAILABLE? THE RECIPIENT'S ABILITY TO
PAY A FEW DOLLARS ABOVE YOUR MAXIMUM ALLOWABLE COST OF A DRUG IS
ONE MATTER WHILE $500 WILL ALMOST CERTAINLY BE A BARRIER TO GOOD
MEDICINE.

NOTIFICATION WAS SENT RECENTLY ABOUT A COMPANY IN TENNESSEE
BEING AWARDED THE ALASKA MEDICAL PAYMENTS ASSISTANCE (AMPS)
CONTRACT. WE ARE TO UNDERSTAND THE TRANSITION WILL OCCUR OVER

THE NEXT FEW MONTHS TO BE COMPLETED IN MAY BUT, WE DO MOT
UNDERSTAND THE FULL IMPACT OF THE CHANGES THEY INTEND TO MAKE. IT



REIMBURSED ONLV A PORTION OF THEIR COSTS THROUGH A MAXIMUM
ALLOWABLE COST BASIS PLUS A PRE-DETERMINED FEE WE DO NOT KNOW
WHAT THIS FEE IS. SEVERAL YEARS AGO THIS MATTER WAS ADDRESSED AND
MANY PHARMACIES STATED THEY MIGHT NOT BE ABLE TO DO BUSINESS WITH
AMPS [F USUAL AND CUSTOMARY WAS NOT REIMBURSED. THE STATE, AT
THAT TIME INSTITUTED THE ONE DOLLAR CO-PAY TO HEDGE AGAINST RISING
COSTS. WE SEEM TO HAVE MISSED NOTIFICATION OF THIS NEW ACTION.

PHARMACY IS NOT ASKING FOR A HAND-OUT. WE ONLY ASK TO BE
ALLOWED TO DO BUSINESS AND PROVIDE THE BEST CARE AT THE MARKET
VALUED PRICE. LET FREE ENTERPRISE DETERMINE OUR PRICES. HELP US BY
GETTING OUR PAYMENTS TO US WITHIN 30 DAYS AND TRY TO MAKE THE
SYSTEM SIMPLER BY NOT REQUIRING A REFUSAL FROM MEDICARE WHEN
EVERYONE KNOWS THEY REFUSE 10058 OF SUCH CLAIMS. GIVE US SOME
LEVERAGE TO FALL BACK ON WHEN YOUR CONTRACTED INSURANCE CARRIER
DECIDES NOT TO PAY 508 OF YOUR CLAIMS BECAUSE THEY ARE "PENDING".
(WE HAVE NEVER BEEN GIVEN A CLEAR DEFINITION OF "PENDING" AS IT IS
REFERRED TO BY INSURANCE COMPANIES.) FINALLY, GIVE US A LITTLE
RECOGNITION FOR THE JOB WE DO IN OUR COMMUNITIES. ALLOW OUR
CONTINUATION OF PROVIDING HIGH QUALITY HEALTH SERVICES.

THANK YOU FOR REQUESTING INPUT ON THIS AND OTHER CONCERNS
AFFECTING LEGISLATION THIS SESSION. WE APOLOGIZE FOR NOT SPEAKING
WITH YOU PERSONALLY.

SINCERELY,

DAVID E MOORE RPH. &
JOHN W. COOPER R.PH.
CF SITKA PHARMACY, INC.

TRISH WHITE RPH. &
DIRK T. WHITE RPH
OF WHITE'S, INC.
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PAPER/t)epartment o Heath & Social Services

POSITION

HB 315

"An Act relating to pharmaceutical medical assistance for needy persons;
and providing for an effective date."

I. Purpose of HB 315;

The purpose of HB 315 is to allow the Department of Health and Social
Services to increase federal revenue by funding prescribed drugs for
Medicaid recipients under the Medicaid Program rather than under the
100% state general funded General Relief Medical Program (GRM).

1. Sectional Analysis;

Section 1 establishes prescribed drugs as a Medicaid sen/ice which
allcws the Department to claim 50 percent federal Medicaid
funding. This alone will result in an estimated $1,311.8

million savings of state general funds in FY89.

Section 2 adds prescribed drugs to AS 47.07.035 and provides the
Department with Jlegislative direction on the priority of
prescribed drugs in the event of a funding shortfall.

Section 3 requires adoption of federal Medicaid procedures for
purchasing prescribed drugs.

Section 4 gives "prescribed drugs™ the same meaning as in federal
Medicaid regulations.

Section 5 provides an effective date of July 1, 1988.

All states, except Alaska, that offer full prescription drug coverage for
their Medicaid-eligible citizens, have chosen to fund this coverage through
the federal Medicaid program. There is no indication that this has 1in any
way harmed medical assistance recipients or resulted in withdrawal of
pharmacies from participation as medical assistance providers.

I11. Background

The governor first introduced legislation for the addition of coverage for
prescription drugs under the Medicaid program in 1985. If this legislation
had been adopted the state would have saved an estimated $4.5 million that
could have been claimed in federal funds for those years. Today, pharmacy
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remains the single service provided to Medicaid recipients for which the
State of Alaska cannot claim federal matching dollars.

Basically,

four arguments have been made against adding pharmacy services

to the Medicaid program:

Argument:

Response:

"The Medicaid rules concerning payment for drugs would cause
Alaska pharmacies to lose money".

The Medicaid rules concerning payment for drugs were amended last
October. The new rules offer the state substantial flexibility
including increased freedom from federal rules in setting payment
rates for drugs. Under these rules there are two categories of
drugs defined as follows:

Multiple Source Drugs

These drugs are commonly referred to as "generic" drugs. They
are therapeutically equivalent drugs that can be purchased frcm
three or more suppliers. The Health Care Financing

Administration (HCFA) publishes a list of these drugs. There are
approximately 134 drugs listed. For these drugs only the State
cannot pay more in the aggregate than a dispensing fee plus an
amount established by HCFA that is equal to 150 percent of the
published price for the least costly therapeutic equivalent.
According to Region X HCFA, the payment for these drugs in Alaska
could be increased in recognition of the cost of shipping and
handling. Further, if Alaska can show that the listed drugs are
not available at these prices we can pay a higher price using the
methodology established for the second category of drugs, "other
drugs™.

Other Drugs

These are all drugs that, are not contained on HCFA"s list. The
State payment for these drugs cannot exceed, 1in the aggregate,
more than the lower 0' the estimated acquisition cost plus a
dispensing fee or the pharmacist®s usual and customary charges to
the general public. The estimated acquisition cost can be
determined through a variety of methods. One method is to obtain
a monthly microfiche of wholesale costs from the pharmaceutical
distributors in the state.

The dispensing fee can also be established by several methods.
One method would be to survey Alaska pharmacies to gather cost
data for dispensing drugs. The dispensing fee may allow for
geographical differentials and differentials in the volume of
business conducted by the pharmacies.

The Department is proposing to either contract with or hire a
pharmacist. The pharmacist®s role would be to first work with the
pharmacies throughout the state to design a program that would be
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least disruptive to their businesses and that would ensure continued
access for Medicaid and GRM recipients. The pharmacist would also:

Argument:

Response:

Argument:

Response:

Argument:

Response:

Ensure that Alaska®s payments do not in the aggregate exceed the
federal limits;

Set prices above the federal limits for multiple source drugs
that are documented as not available in Alaska at the federally
listed prices;

Establish codes and payments for FDA approved compounded drugs
(drugs which are not contained in a national drug compendia);

Work as liason with HCFA to ensure that any future federal
changes 1in Medicaid payments for drugs allow sufficient
flexibility for Alaska implementation;

Work with pharmacies to ensure efficient and rapid processing of
claims for payment.

"Many pharmacies would not participate in a drug program under
Medicaid".

In Washington State 1,156 pharmacies which comprise 95+% of the
pharmacies in the state participate in the Medicaid drug program.
Most states have little problem attracting pharmacies to
participate in this program.

"Medicaid recipients will be forced to use generic drugs which
will result in lower quality care".

This legislation will have no impact on current practice
regarding whether a generic drug is dispensed. Both Alaska and
federal laws state that a generic drug should be dispensed

when possible (i.e. available and therapeutically equivalent) but
are clear that the ultimate choice always remains with the
medical provider.

"A large number of Alaskan natives would cross over from using
Indian Health Service (IHS) pharmacies to using non-1HS
phannacies, costing the state 50 percent where the previous
financial participation had been zero™.

The shift zal coverage from the 100% state funded General
Pr ief Mea. .rogram to the 50 percent federally funded
Medicaid Program caused no noticeable increase in utilization by
natives. In the Department®s estimation the majority of natives
who wish to purchase drugs at non-Indian health facilities are
already doing so through the General Relief Medical Assistance
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Program. The shift in funding sources from GRM to Medicaid is
unlikely to have any effect on the utilization patterns of most
Medicaid-eligible natives. In rural areas, the IHS facility or
contractor will remain the pharmacy of choice because it 1is
either the most convenient or the only available provider. In
urban areas the cross over has already occurred largely because
IHS does not stock many of the drugs commonly prescribed to a
large group of these recipients, IHS rules and hours of operation
have already made this an unavailable option, and any recipient
who wishes to can avoid restriction by not declaring his or her
ethnic heritage.

Conclusion:

The Department believes that a Medicaid drug program will continue to
result in reasonable payments to pharmacies, will not discourage the
participation of this provider group, will not effect the quality of
service, and will not result in the state assuming costs formerly borne by
the IHS. Most importantly, the Department can assure that the addition of
this option will result in a significant annual cost savings to the state
without compromising services to Alaskans.

V. Recommendations

The Department recommends amending Section 5 to change the effective date
from July 1 to October 1, 1988. The delay in implementation is necessary
to allow the Department time to amend the Medicaid state plan, promulgate
and adopt regulations, contract with or hire the pharmacist, and effect
changes in the claims processing system.

The Department strongly recommends passage of HB 315 so that the state may
begin to receive 50 percent federal financial participation for prescribed
drugs through the Medicaid Program. The savings will begin to accrue to
the State in October, 1988.

Recarmended by : ¢ jL v . C
Kim Busch, Director
Division of Medical Assistance

Date: ~h

Approved by:
Myra ”. Munson, Commissioner
Department of Health and
Social Services

Date: £ -"N—-39
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FISCAL NOTE ANALYSIS

HB 315

"An Act relating to pharmaceutical medical assistance for needy persons,

and providing for an effective date"

FY89 Governor®"s Medical Assistance Recruest

GF Total
GENERAL RELIEF MEDICAL Request 9,380.4 9,380.4
C-4 Transfer to Medicaid [1,370.6] [1,370.6]
Decrement to Remove Pharmacy f1,370.6] [1,370.6]
REVISED 6,639.2 6,639.2
FED GEM ProcrraT. Total
MEDICAID NON-FACILITY Request 17,145.4 17,213.2 169.0 34,527.6
C-4 Transfer frar. GRM -0- 1,370.6 -0- 1,370.6
Increment for Federal 1,370.6 -0- -0- 1,3~0.6
REVISEI) 18,516.0 18,563.8 169.C 37,268.8

With a move of prescription drugs for Medicaid recipients frcm the General
Relief Medical (GRM) Component to the Medicaid Non-Facilitv Component,
Medicaid funds would become available at a 50/50 federal financial
participation ratio. lhe Governors FY 89 General Relief Medical budget
request for Title XIX pharmacy is $3,654.8. This fiscal note assumes an
October 1, 1988 implementation date.

The national rate of increase for prescription drug costs in 1987 according
to the U.S. Department of Labor was 8%. Ebr purposes of this fiscal note
the Department has assumed 8% as the annual rate of inflation for
prescription drugs.

Medical Assistance Administration - Claims Processing

The administrative costs except for the $14,000 fcr computer progr=-ring
changes will not be necessary if the increment in the Governorls budget is
approved as introduced.

Travel:

On-site pharmacy reviews for dispensing fees,
validating acquisition costs for drugs,
meetings with the pharmacy association, and
gathering data for pricing compounded drugs.

510,000



pharmacy services*

One time funding for fiscal intermediary to

change computer system, documentation including

provider manuals, change the collocation code

table to shift expenditures fror. GRM to Medicaid,

change pricing logic, and add new edits S14,000

On-going funding for fiscal intermediary for
Blue Book update of average wholesale prices

into MMIS claims processing system S 3,000
Space Rent S1.25/sq. ft. X 200 sq. ft. S 3,000
Communications - Lone Distance and Printing S 1,000
Advertising and Printing S 1,000
Supplies: 5 1,500
Total S117,500

Federal 558,750

SGFM 558,750

Increases frar. fiscal year to fiscal year are projected at §8%.

* The Department proposes using the services of a contractor to do the
initial work of design, development, and implementation of a Medicaid
pharmacy program. However, the Department may elect in subsequent years to
seek legislative approval of a permanent position for these services.
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MEMORANDUM

T0: Senator Faiks
Alaska State Senate

ATTN: Jens Zehbe

FROM: Maureen Weeks
Senate Advisory Council

DATE : March 25, 1988

SUBJECT SB 255; IR# 88-003261

In a recent memo you asked for statistical data on the type and number of
businesses that sell prescription drugs 1in Alaska; whether Alaska pharmacies

are predominantly small "mom and pop" operations or Jlarge companies; what
percentage of pharmaceutical sales are Medicaid reimbursed; and other pertinent
data. I am responding to these questions in the order 1in which they were
asked.

l. THE TYPE AND NUMBER OF PHARMACIES IN ALASKA.
1. Number.

The Board of Pharmacy lists 125 in-state licenses expiring June
30, 1988.

2. Type.

After consulting with the president of the Alaska Pharmacy

Association, Chris Coursey, I have divided the types of
pharmacies 1into chains, non-chains, facilities contracting with
non-chain pharmacies, facilities contracting with chain
pharmacies and state and federal pharmacies. They are listed on

Table | below.
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Table 1 shows that 24 percent of pharmacies are chain stores and
50 percent are non-chain stores. When facility contracts with
non-chain pharmacies are included, 58 percent of Alaska“"s
pharmacies are non-chain pharmacies.
TABLE 1
Types and Number of Alaska Pharmacy Licenses
Type of license Number Percent of total
D)
Chain Dharmacies:* 30 24
Non-chain pharmacies: 53 50
Facility contracts with
non-chain pharmacy: 10 8
Facility contracts with
chain pharmacy: 2 2
Facility owns pharmacy: 14 11
State purchases pharmaceuticals: 3 2
Federal government purchases
pharmaceuticals: 3 2
Total: 125
Source: Alaska Board of Pharmacy
The 30 chain pharmacies are in the Railbelt area and in Juneau. They

include 4 1in Fairbanks, 20 in Anchorage, 2 in Kenai-Soldotna, 3 in Palmer-
Wasilla and 1 in Juneau.

1. PERCENT OF PHARMACY SALES REIMBURSED BY MEDICAID

1. Dittman Poll. Dittman Research 1is currently conducting a poll
for the Alaska Pharmacy Association to determine what percent of
pharmaceuticals are Medicaid reimbursed. The poll will Dbe

complete next week, according to the association president.
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I have asked for a copy for your office. When 1 receive it, |1

will

send it to you.

Informal survey. An informal telephone survey of a small number
of pharmacists was conducted from this office. The survey shows
the following estimates of Medicaid-reimbursed pharmaceuticals:

Carrs at Gambell in Anchorage: 18-25%

Hewitt"s Drug in Spenard: 45%

Ron®"s Apothecary 1in Juneau: 10%

White®s Pharmacy in Sitka: 15-20%

Medicaid reimbursement 1in pharmacy contracts. So"e private

pharmacies contract to provide pharmaceuticals to hospitals,

) long-term care (including all Pioneer Homes) and mer.tal health
facilities. Following are reports from two of these pharmacies,
selected at random.

Hewitt®"s Drugs in Spenard. Owner Dennis Jurgens says
Hewitt"s contracts with the Anchorage Pioneer Home and with
all the mental health intermediate care facilities in
Anchorage. Jurgens estimates that 45 percent of his
business is Medicaid reimbursed. (If the Pioneer Home is
not counted, 30% of Hewitt"s business is Medicaid.)
Jurgens says chain stores probably aren®"t interested in
competing for high-volume Medicaid business because it 1is
too time-consuming. He said a chain looked at buying him
out and declined for that reason.

White"s Pharmacy 1in Sitka. Co-owner Trish White says the
pharmacy contracts to the Sitka Pioneer Home where 17 of
the 112 residents are Medicaid patients. White estimates
that 20 percent of the pharmacy®s business 1is M Mcaid-
reimbursed. (If the Pioneer Homeis not counted, 15-20
percent of the pharmacy"s business is Medicaid reimbursed.)
This is a "mom and pop"™ pharmacy (White co-owns the
pharmacy with her husband). White says in the past two
years, the number of non-Pioneer Home Medicaid clients
using their pharmacy has doubled. There are two other
pharmacies 1in Sitka.
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4. The

proportion of Medicaid recipients who wuse Medicaid each

month. Nancy Bennett of the Department of Health and Social
Services reports there are 25,000 Medicaid-eligible Alaskans and

that

out of these, 36 percent (about 9,000) use Medicaid-

reimbursed pharmaceuticals. This is about two percent of the
Alaska population of 537,800.

OTHER PERTINENT DATA.

1. Income of pharmacists

A.

Wages

Level

Entry wage:
After 2 years:
Maximum:

There are about 220 licensed pharmacists 1in Alaska. About 25%

employed.

Wages paid to registered pharmacist employees. The Alaska
Career |Information System, published 1in 1987 by the Alaska
Department of Labor, surveyed pharmacists for a report on

wages paid to Alaska pharmacists. The results are on Table
2 below.
TABLE 2
Paid to Alaska Pharmacist-Employees -- 1987*
Average per month Range per month
®) €))
2,900 2,400-3,100
3,200 2,900-3,400

3,300-3,700

Alaska Department of Labor

are self
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Income of self-employed pharmacists. Following are three
examples of income reported earned in non-chain pharmacies:

1) Ron*s Apothecary, Juneau. Co-owner Ron Sedgwick is a
volunteer lobbyist for pharmacists and formerly was on
contract with the Department of Health and Social
Services. He reports his pharmacy netted S52,000 in
1987, after expenses and before wages. Sedgwick and
his wife, both pharmacists, are the only employees.
Sedgwick s?yz between them, they work 100 hours a week
and make $10 an hour each.

2) A Southeast Alaska pharmacy (not in Juneau).
This pharmacy reports a net profit of $43,659 in 1987.
It is a "mom arid pop"” pharmacy, owned by a husband and
wife pharmacist. They ertimate they earn $5.25 an
hour. (The pharmacist asked to remain anonymous.)

3) An Anchorage pharmacy. The owner says over the past
ten years he has broken even. Last year he earned
$42,000 and the business made a profit of $15,000
after paying other employee wages. He said he works
10-12 hours a day and could make the same wages at a
chain store in an eight hour day with less headache.
He recently sold his business.

The price of pharmaceuticals.

Background. Pharmacists say there has been an influx of
expensive drugs on the market in the last two years. They
say this 1impacts their business because competition forces
them to use a "sliding scale™ profit margin, making less
margin on expensive drugs. State officials say the cost of
Medicaid pharmaceuticals to the State increased by $1
million in the past two years.

1) The average <cost of prescriptions. In 1973, the
average cost to the consumer of pharmaceuticals
statewide was $7. In 1985, the average cost of

pharmaceuticals was $16 at McCorkle®s Pharmacy and
$18.67 at Ron"s Apothecary (both stores are in
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Juneau). Today the average cost of prescription drugs
at Ron"s Apothecary is S25.61. McCorkle®s went out of
business 1in 1985. (Source: Sedgwick).
2) Expensive prescription drugs. Table 3 shows the
wholesale prices of certain costly prescription drugs.
The prices were provided by pharmacists during
telephone conversations.
TABLE 3
Wholesale Price of Certain Costly Prescription Drugs -- 1988
Name of drug Cost per month Quantity
©))
Navane (a psychotrophic drug): 143 200
Loxitane (for mental health patients): 102 100
Tagomet (for ulcers): 64 100
Mevacor (anti-cholesterol) 90 bottl
AZT (AIDS) 1,000 ?

Note: The AZT cost was estimated by R. Sedgwick.

3) Increases 1in cost of pharmaceuticals. The nationwide
cost increase in pharmaceuticals between 1986 and 1988
is as follows:

Cost to druggist: 8% increase
Cost to consumer: 18% increase
Two explanations have been advanced toexplain this

discrepancy:

(a) Chris Coursey, president of the Alaska Pharmacy
Assn., speculates that thediscrepancyreflects
what paying customers are charged to make up for
the federal government®s fixed dispensing fee
policy.
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(b) Ron  Sedgwick, pharmacist lobbyist, says the
discrepancy reflects the recent influx of new,

expensive drugs. He points to his own profit
margin, which fell from 51.9% 1in 1985 to 37% in
1987, while the average price of the

pharmaceuticals he sold rose from $18.67 in 1985
to $25.61 in 1987. Sedawick savs his margin Medl
because the market place will not allow a 50%
markup on expensive drugs.

(Note on markup: Hewitt*s Drug 1in Anchorage
marks 1its prescription drugs up an average 28 to
29 percent. Dennis Jurgens says that some

Anchorage pharmacies have higher markups.)

Pharmacists® objections to SB 255.

"A fixed fee concept willnot work on a prc*it margin
system." Pharmacists say pharmacies will get a lower
return, forcing them to do one of three things: 1. Charge
more to paying customers. 2. Go out of business. 3.
Stop serving Medicaid patients. Pharmacists object that
they are the only retail merchants asked to support the
federal government.

The Department of Health and Social Services says a fixed

dispensing fee 1is adequate. Why should a pharmacist who
takes two bottles -- one expensive and one inexpensive-
out of a box and gives them to customers be paid more for
handing over the -expensive bottle? Remember that the
pharmacist 1is already paid for the cost of the drug. The
Department®s 2/2/88 position paper says there is "no

indication"” federal Medicaid coverage 1in other states has
"resulted 1in withdrawal of pharmacies from participation™.

"Small pharmacies were forced out of business when the
federal government took over Medicaid payments for
pharmaceuticals in the late 60"s and early 70"s."
Virtually every Alaska pharmacist interviewed said the
professional journals were full of "horror stories”
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recounting the "devastation to Mom and Pop pharmacies”
after the federal switch over in the Lower 48.

My efforts to check these assertions with the National
Association of Retail Druggists as well as the executive
directors of pharmacy association in other states have been
unsuccessful because those with historical perspective are
all in an annual meeting in Phoenix this week. I will have
more information on this later.

Pharmacists are being askpJ to buy a "pig 1in a poke".
Pharmacists say they do not want to put their irr.crimatur on
a plan they haven®t seen. They say the State has not set a
fixed dispensing fee or determined how the base cost would
be calculated.

The Department has included funds to hire a pharmacist
consultant to design a program that would be least
disruptive to pharmacists. A Department official two years
ago told pharmacists the fixed dispensing fee would be
about $5.

"The reimbursement price on expensive items could be less
than the wholesale cost of the product.™ Pharmacists say
one popular method used in the Western States to determine
base cost is "Average Wholesale Price” minus an 11 percent
discount (for bulk buying) OR the pharmacist®s usual and

customary price -- whichever 1is lower. They say this is
unworkable because small Alaska pharmacies do not get a
discount for bulk buying. They cite as an example a bottle
cf Mevcor, an anti-cholesterol drug, which costs the
pharmacist $90 a bottle wholesale. At a 11 percent
discount, the reimbursement would be $80.10 plus a
dispensing fee. IfT the dispensing fee were $5, the
pharmacist would be paid $85.10 -- which is less than the

product cost him.

"Alaska is unique."

1) Distance from the market forces Alaska pharmacists to
stock inventory for two weeks in order to have a
supply. Trish White, co-owner of White"s Pharmacy in

Sitka, said Alaska pharmacies must stock an inventory
two to three times that of pharmacies in the Lower 48.
She made that estimate after attending a Pharmacy
Management Clinic at the University of North Carolina



in Chapel Hill this year. She said that compared to
Lower 48 pharmacies, her pharmacy®s turn-over rate is

"amazingly low". If pharmacies in Lower 48 cities
don*t have a bottle on the shelf, "they can run over
to a chain store and get it,"” she said. " We can"t."

Alaska pharmacists have to pay high freight costs,
while those in the Lower 48 have low trucking costs.
A small box of prescription drugs costs $10 through
the mail (pharmaceuticals are mailed to keep the
product fresh). White says that the pllicy in her
store is to absorb the air mail or Gold Streak cost if
the pharmacy must special order a drug which is
normally stocked.

Rural paying customers may be charged more for drugs.
Eleven rural towns in Alaska have only one pharmacy
(list attached). Pharmacists contend that under the
new plan, paying customers will surely be charged more
in one-pharmacy towns to make up for losses fronm
Medicaid, there being no local competition to keep the
prices down.

Rural areas may be left without Medicaid service -- or
without a pharmacy. Pharmacists contend that in the
12 one-pharmacy towns, pharmacists may be forced by
economics to stop serving Medicaid-reimbursed clients.
Those pharmacists who feel an ethical obligation to
continue serving Medicaid clients may be forced out of
business, leaving the entire town without a pharmacy.

Region X is unwilling to consider alternative
suggestions. Pharmacists contend that Region X does
not appear willing to accept alternatives put forth by
pharmacists, both in Alaska and other states.

Pharmacists say Hawaii, which has problems of distance
similar to Alaska®s, has tried twice to modify its
Medicaid-reimbursement plan (the latest try was this
year), with no luck. A long-time Oregon pharmacist
and consultant agrees. Stan Hartman of Beaverton says
Region X 1is concerned about ™"sovietizing™ the Medicaid
pharmacy plan, but that if the State is "firm"” and has
back up 1in the law, it can prove the legality of a
proposed alternative and go back to national
headquarters to force Region X to accept the plan.
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An alternative suggestion. In a recent telephone conversation,
Stan Hartman, an Oregon pharmacist arid author of articles in
trade journals, recommended that Alaska use a plan in place in

his state. This plan is the Pharmacists Service Group.* It has
been in place for four years and sells 1its services to insurance
companies to fulfill health plans. The group competes with
national companies providing similar services 1in Oregon. These
companies use a payment plan si""lar to that used for Medicaid
reimbursement: an average wholesale price less Il percent, plus
a S2.70 dispensing fee. But the Pharmacists Service Group uses

a usual-and-customary charge plan with a <cap at the 90th
percentile (the payment 1is not more than that charged by 90
percent of participating pharmacies).

In 1987, the plan had 10,000 recipients; it has added the Oregon
State Employees as well as other organizations and will number
over 150,000 recipients next year.

Why the plan 1is "better"™, according tn Hartman:
A. The plan saves more money than a dispensing fee system.

B. Pharmacists on this plan show a higher use of generic drugs
than pharmacists on competing fixed-fee plans.

C. The plan cuts down on drug costs by allowing up to a 90-day
supply (Alaska has a 30-day supply system, in order to
reduce consumer abuse.) Audits show that a 90-day supply
of one drug sold for $47 while three 30-day supplies of the
same drug cost $19 more. The decreased cost was the result
of the economy of scale plus Jlower administrative costs.
Under a fixed fee system, pharmacists are encouraged to
dispense smaller amounts of the drug in order to reap more
dispensing fees.

Information about this plan was supplied by Hartman and by lobbyist

Ron

Sedgwick. The plan®s state director was out of the office this

week and 1 was wunable to contact him. I will contact him next week
for written information on his plan and when it arrives, 1 will send
it to your office. Should you wish to contact him yourself, his name
is Robin Richardson, 503-585-4887. The plan®s designer is Dr. Lee
Strandberg of the School of Pharmacy at Oregon State University. His
telephone number 1is 503-754-3424.
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D. The Oregon plan uses a "co-pays" system (the recipient pays
a fee when the prescription 1is picked up). The aim is to
reduce utilization. (In Alaska, the Bristol Bay Hospital,

which buys its drugs through the Public Health Service,
requires a fixed pick-up fee of $10.) See Table 3.

TABLE 3

Amount charged customer compared to the average per capita prescription
cost under the Oregon Pharmacists Service Group plan

Amount co-paid Percent of Average per capita amount
for prescription utilization spent monthly on prescription
D) ®)
$2.00 57.5 $4.90
$2.50 48.6 $4.72
$3.00 38.9 $3.19
$4.00 32.4 $2.18
$5.00 35.6 $1.75
Source: Ron Sedgwick

Enclosed for vyour information is a position paper by Ron Sedgwick

explaining these and other pharmacist objections 1in detail. Also enclosed are
the bill"s fiscal note and a 2/2/88 position paper by the Department of Health
and Social Services entitled "SB 255". Other enclosures 1include a list of

possible reimbursement schemes proposed by pharmacists Ron Sedgwick of Juneau
and Bill Larson of Anchorage; the Department of Labor list of pharmacist-
employee salaries; a list of Alaska towns with a single pharmacy; the Federal
Register with an explanation of new Medicaid regulations concerning
pharmaceuticals; and the Board of Pharmacy list of pharmacy licenses which
expire in June of 1988.

If you require additional information, please let me know.

Attachments






. HOUSE COMMITTEE REPORT

Date referred: 1/11/88 FURTHER REFERRALS: Finance

DATE: 2 - It—gf
Health, Education and
The Social Services Committee has considered HB 332

"An Act relating to the reporting of burn injuries."”

RECOMMENDS :
[ 1 replace with CSJt& 2 B J che same title
[ ] attachtd amendment (s) c 2S" title
[ do pass
[ 1 do not pass
[ 1 no recommendation
[ ] individual recommendations
[ 1 additional referral to the Committee
ADOPTS: c 1 letter of intent

ATTACHES NEW FISCAL NOTE(s):

fiscal 1impact [ 1 same as previous fiscal note
[ 1 zero fiscal note published
[ 1 zero with analysis [ ] same as previous zero fiscal

note published
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BILL NO: DATE:

rtfle. HE 332 CONTACT: ~ January 14, 1983
An a.ct relating to the Gordon Brunton
reporting of burn 1injuries. 465-4331

AS 08.64 would be amended to add a neu section requiring
physicians to report cases of burn 1injuries (more than 5 percent

W h of the body with second or third degree burns, or burns to the

o h upper respiratory tract or laryngeal edema due to the 1inhalation
w of super-heated air) to the division of fire prevention within

h w 72 hours after treatment. IfT the physician beliaves that the

z < victim will die before the division receives the report, the

wot physician must orally notify the Alaska State Troopers or a

a local law enforcement agency.

H A

06 h This bill would provide another tool to assist 1in the

< w apprehension of arsonists and would give the Divisionabetter

understanding of burn 1injuries to assist 1in their prevention.

0 pn Ue suggest the addition of a penalty provision for wilful 1
failure to report.

The Department of Public Safety Supports passage with the
suggested amendment of HB 332.
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STATE OF ASKA BILL VERSION: HR 332

19SS LEGISLATIVE SESSION PUBLISH DATE :

REQUESTI FISCAL NOTE

Revision Dale: Agency Affected: public safety

Title: an art relating to the reporting BRU: Firp Prevention

of burn injuries.

Sponsor:  Rpp. Koponen Components .

Requestor:

EXPENDITURES/REVENUES:  (Thousands of Dollars)

OPERATING £Y 88 FY 89 EY 90 EY 01 FY 92
PERSONAL SERVICES N 0 0 0
TRAVEL N N N 0
CONTRACTUAL -~ 2 31 3,
SEUFl)JFI)FL’ll\/IIEENT e N "0 .
AN & STRUCTURES 80 ! ’

GRANTS, CLAIMS
MISCELLANEQOUS

TOTAL OPERATING 7.1 3.4 3.7 3.8 4.0
CAPITAL 0 0 0 0 0
REVENUE 0 N . N N

FUNDING: (Thousands of Dollars)

GENERALFUND 1.1 3.4 3.7 3.8 4.0

FEDERAL FUNDS

OTHER

TOTAL ! 7.1 3.4 3.7 ss AU

POSITIONS:

FULL-TIME 0 0 0 0 0

PART-TIME

TEMPORARY

ANALYSIS . (Attach aseparate page if necessary)

See Attachment.

Prepared by: Gordon E. Brunton Phone:, 465-4331

Division: Fire Prevention 7 Date: 117

ApprovedbyComm|53|oner A Date: L.
Agency.__ Public Safety

Distribution (by preparer):
Legislative Finance
Legislative Sponsor
Requestor
Office of Management and Budget
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FISCAL NOTE
HOUSE BILL 332
Assumpt ions:

An estimated 500 burn injuries will be reported
each year.

A 5 percent 1inflation factor 1is used for
subsequent years.

Personal Services. 100 hours per year, clerical

and professional time for cast management and

data control . $0.0
Travel. 0.0

Contractual
Telephone toll <charges to notify law
enforcement agencies. 1.3

Printing 8 distribution of forms & 1instructions
to physicians & law enforcement. 1.
(decrease 0.3 after first year)

Publication of periodic reports. 0.3
Supplies.
Misc. office supplies, stationery, data
storage media. 0.5

Equipment.
Upgrade microcomputer hard drive/tape backup
to increase data storagecapacity. 3.5
(one-time cost)

Total $7.1



December 31, 1987

PRESS RELEASE "For Immediate Release"

Contact: Sylvester (Sam) Neal Director, State Fire Marshal®s
Office (907) 269-5604

ARSONISTS STEAL FROM US ALL

Conservatively over 7 millon dollars was stolen from Alaskans in 1986
because of Arson. That"s over 13 dollars forevery man, woman, and child

in this state. Insurance companies paid the direct loss for arson fires;
but those of us who pay fire insurance for our homes, businesses, and
automobiles repay the 1insurance companies. Nationwide 1t 1is estimated
that 40 cents of every fire insurance dollar goes to pay for the crime of

arson.

Arson 1is a growing problem 1in Alaska; but we can do something about it.

It is not impossible to de”~tect, 1investigate or prosecute arson. Every

Alaskan can help improve thechances of an arsonist being caught and

convicted. Since one of the most important areas is public involvement,
(mure)

Ala ;ha Slate Troopers. 571111 1. Tailor Komi. Anchorage, AK 1)9507 - 269-5054
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ARSONISTS STEAL FROM US ALL (continued)

Alaskans must first realize the magnitude of the arson problem. Second,

Alaskans must aid or support the local fire department and law
enforcement agencies 1in efforts to detect arson and suspicious fires and
help identify individuals who may have been the arsonist. Public
knowledge and observations of a particular fire may provide officials
with vitally important information which may otherwise not become known

to fire investigators.

If you have knowledge about a suspicious fire, contact your Jlocal fire

department, law enforcement agency, or the State Fire Marshal®s office.

Arson can be stopped, but every Alaskan must be concerned enough to help
those agencies who are already fighting the crime which steals from all

of us.

FOR MORE INFORMATION, CONTACT YOUR LOCAL FIRE DEPARTMENT OR:

Sylvester (Sam) Neal

State Fire Marshal®"s Office
5700 E. Tudor Road
Anchorage, Alaska 99507-1225

Phone: (907) 269-5604

-30



