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AN ACT
Regul ati ng organ procurenent organi zations, tissue banks and eye
banks; providing for licensure procedures and for an Organ
and Ti ssue Procurenent and Transpl antati on Advisory Board to
review the status of organ, tissue and eye procurenent; and
prescribing duties of the Departnment of Health.
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Section 1702. Denial of |icense.

Section 1703. Determ nation of action to be taken.

Section 1704. Notice to agency.

Section 1705. Review of departnent action.

Section 1706. Actions taken subsequent to hearing.

Section 1707. Reapplication procedures.

Section 1708. Moratorium on agency activities.

Chapter 19. Organ and Ti ssue Procurenent and Transpl antation
Advi sory Board

Section 1901. Organ and Ti ssue Procurenment and Transpl antation
Advi sory Board.

Section 1902. Conpensation and ternms of office of board
menbers.

Section 1903. Advisory board duties.

Section 1904. Organ and Ti ssue Procurenent Trust Fund.

Section 1905. Assessnent deadlines.

Chapter 21. M scellaneous Provisions

Section 2101. Procurenent of cadaveric organs for transpl ant
by out-of-State physicians.

Section 2102. Effective date.

The General Assenbly of the Conmonweal th of Pennsyl vani a
her eby enacts as foll ows:

CHAPTER 1
CENERAL PROVI SI ONS
Section 101. Short title.

This act shall be known and may be cited as the Licensure of
Organ Procurenent Organi zations, Tissue Banks and Eye Banks Act.
Section 102. Declaration of policy.

The CGeneral Assenbly finds and declares as foll ows:

(1) The purpose of this act is to adopt |licensure
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standards and to identify procedures with which organ

procurenent organi zations, tissue banks and eye banks nust

conply to be licensed to operate in this Commonweal t h

(2) The intent of this act is to safeguard the public
health and public interest of the citizens of this

Commonweal th with respect to the procurenent, processing and

di stribution of organs, tissues and eyes.

Section 103. Definitions.

The foll ow ng words and phrases when used in this act shal
have the neanings given to themin this section unless the
context clearly indicates otherw se:

"Adverse reaction.” The patient's unfavorabl e physi cal
response to the transplanted organ or tissue with regard to the
transm ssion of infections or other diseases identified by the
Organ and Ti ssue Procurenent and Transpl antati on Advi sory Board.

"Advi sory board."” The Organ and Ti ssue Procurenent and
Transpl antati on Advi sory Board created under section 1901.

"“Agency." An organ procurenent organization (OPO, tissue
bank or eye bank.

"Allograft.” The transplantation of tissue or organ taken
fromone individual of the same species as the recipient but
with different hereditary factors.

"Applicant."” A person who has applied to the Departnent of
Health for a |icense to operate an organ procurenent
organi zation, tissue bank or eye bank.

"Autograft.” The renoval of tissue for transplantation from
one area and transplanted in a different area of the sane
i ndi vi dual .

"Batch." The specific quantity of tissue that is intended to

have uni form character and quality, within specific limts, and

19940H3188B4430 - 6 -
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is produced according to a single processing protocol during the
same processing cycle.

"Brain death." The determ nation of death under the act of
Decenber 17, 1982 (P.L.1401, No.323), known as the Uniform
Det erm nati on of Death Act.

"Cardiorespiratory (cardiac) death.” The cessation of life
as determ ned under the act of Decenber 17, 1982 (P.L. 1401,

No. 323), known as the Uniform Determ nation of Death Act.

"Certified" or "certification.” The process by which
agencies are licensed by the Departnent of Health.

"Clean, nonsterile.” The use of nmethods and techni ques that
reduce gross contani nation.

"Coercion." The exercise of undue influence so that free
choi ce of donation is dimnished or |ost.

"Conpensation.” Monetary paynent or other fornms of
retribution for a donation.

"Container (final container)."”™ The immediate unit, bottle,
vial, anmpule, tube or other receptacle containing grafts as
di stri but ed.

"Coordinators.” Registered nurses, physician's assistants or
ot her appropriately trained personnel who assist in the nedical
managenent of organ donors or in the surgical procurenent of
organs, tissues or eyes for transplantation or research.

"Departnent."” The Departnent of Health of the Conmonweal t h.

"Designee.” One who has been assigned a duty or duties and
who has the necessary training and educational qualifications to
act on behalf of an agency director or nedical director of an
agency.

"Distribution.” The shipnent and delivery of allografts for

reci pi ent use.

19940H3188B4430 - 7 -



1 "Donation.” The free and voluntary gift of one or nore

2 organs or tissues for the purpose of nedical research or

3 transplant surgery.

4 "Donor." A nedically acceptable person where appropriate

5 infornmed consents and perm ssions have been obtained to procure
6 organs or tissues, or both, in accordance with 20 Pa.C. S. Ch. 86
7 (relating to anatom cal gifts).

8 "Eye." The sense organ for sight that is conposed of three
9 nmgjor layers, the corneo-sclera, uvea and retina, their

10 intraocul ar contents and the surroundi ng conjunctiva, mnuscles
11 and optic nerve.

12 "Eye bank." A public or private entity which denonstrates
13 proficiency in all aspects of eye banking, including procuring,
14 processing and distributing corneas for penetrating

15 keratopl asty.

16 "Facilities." Any area used for procurenent, processing,

17 testing, storage or distribution of organs, tissues and tissue
18 conponents.

19 "Graft." A piece of skin, bone or other tissue to be
20 transplanted to another place on the human body.
21 "Indirect supervision.”™ The direction provided to
22 coordinators and other staff under the protocols expressly
23 approved by the agency's nedical director. The nedical director
24 or his designee shall always be available, in person or by
25 telephone, to provide nedical direction and consultation.
26 "Informed consent."” Perm ssion to procure an organ or
27 tissue, or both, fromliving or nonliving donors which is
28 obtained only under circunstances that provide the prospective
29 donor or donor's next of kin sufficient opportunity to consider

30 whether or not to agree to donation and that m nim ze the
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possi bility of coercion or undue influence.

“"Label." Witten, printed or graphic matter on the container
or package or any such matter clearly visible through the
i mredi ate carton, receptacle or w apper.

"Lessee." A person who contracts with another person to
occupy or use space to serve as an agency.

"Li cense. A license to operate as an organ procurenment
organi zation, tissue bank or eye bank which is issued by the
Department of Health to those agencies which neet and nmaintain
conpliance with this act.

"Licensee."” A person issued a provisional license or |license
by the Departnment of Health to operate an agency.

“Moratorium™ An i mredi at e suspension of activity.

"Next of kin." The person or persons nost closely related to
a deceased individual as designated by applicable | aw

"Organ."” A body part such as a heart, kidneys, pancreas,
liver, lungs or intestines that requires vascul ar reanastonosis
ot her than bone.

"Organ procurenent organization”™ or "OPO." A public or
private nonprofit entity which is registered as nonprofit wth
the Departnent of State and designated as an organ procurenent
organi zation by the Secretary of the United States Departnent of
Heal th and Human Servi ces.

"Package." The imredi ate carton, receptacle or w apper,
including all labeling matter therein and thereon, and the
contents of the one or nore enclosed containers.

"Person.” A natural person, partnership, association, joint
venture, trust, governnental entity, corporation, health
facility, organ procurenent organization, tissue bank, eye bank

or any other entity.

19940H3188B4430 - 9 -



© o0 N oo o A~ wWw N P

N ORNN N RN NN N NN R B P B R R R R R
© O N o U~ W N B O © 0 N 0o o M W N B O

30

"Preservation.” The proper conbination of conditions that
serve to protect organs, tissues and eyes from decay during
est abl i shed peri ods.

"Procedure.” A series of activities followed in a regular
and definite order.

"Processing.” The procedure enployed after organ, tissue and
eye procurenent and before storage of the final container
material. The termincludes identification of the organ or
ti ssue, organ and tissue treatnent, preparation of conponents
fromthe organ and tissue, testing, |abeling and associ ated
recor dkeepi ng.

"Procure.” The renoval of organs, tissues or eyes for the
benefit of one or nore patients for transplantation or nedical
resear ch.

"Procurenment.” The retrieval, processing and distribution of
organs, tissues or eyes.

"Quality assurance."” The nonitoring procedures that ensure
and docunent that the entire agency including, but not Iimted
to, facilities, personnel, methods, practices and records,
conforns with these standards.

"Quality control." Laboratory tests and procedures for
measuring or nonitoring properties of organs and tissues
essential to the evaluation of their safety or useful ness.

"Revocation.” The renoving of an agency's license to operate
in this Commonweal t h.

"Sensitizing agents.” Any foreign substance capabl e of
inducing a state of altered reactivity in which the recipient
reacts with an i medi ate or del ayed exaggerated response when
reexposed to the foreign agent.

"Storage." The proper conbination of conditions that serve

19940H3188B4430 - 10 -
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to protect organs and tissues during established periods.

"Suspension.” The tenporary cessation of licensed function
or activity.

"Tissue.” Any nonvisceral collection of human cells and
their associated intercellular substances.

"Tissue bank."”™ A public or private entity involved in
procuring, processing, storing or distributing viable or
nonvi abl e human ti ssues for purposes of transplantation or
resear ch.

"Transplant safety." The assurance of relative freedomfrom
harnful effect to persons affected, directly or indirectly, by a
transpl ant when adm nistered, taking into consideration the
character of the transplant in relation to the condition of the
reci pient at the tine.

"Transplant surgeon.”™ A |licensed practitioner who perfornms
surgical repair or replacenent using organs or tissues donated
by a living or nonliving donor.

CHAPTER 3
LI CENSURE AND GENERAL STANDARDS
Section 301. Licensure procedure.

(a) GCeneral rule.--No person shall establish, operate or
mai ntain an OPO, tissue bank or eye bank or any operation
simlar in activity thereto in this Commonweal th without first
being certified and |icensed to operate by the departnent.

(b) Certain dentists and physicians.--A dentist or physician
using tissue processed by a licensed tissue bank, but who is not
i nvolved in the procurenment, processing and distribution of
tissue, is not required to be certified or |icensed pursuant to
this act.

(c) Subm ssion of application.--All persons contenplating

19940H3188B4430 - 11 -
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the operation of an OPO, tissue bank or eye bank or anything
simlar thereto shall conplete and submt to the departnent a
conpl eted application, furnished by the departnent, and a
statement, signed by the chief executive officer, that the
agency shall conply with this act and other applicable State
| aws.

(d) Site inspection.--Upon receipt of a conpleted
application fromthe applicant, the departnment shall conduct a
site inspection within 180 days to determ ne agency conpliance
with the standards under this act.

(e) License issuance.--Agencies found in conpliance with the
standards applicable to the applicant shall be issued a |icense
by the departnment. Each license shall specifically state the
| i cense nunber, nane of the agency, agency owner, city and
county | ocation of the agency, type of agency, issue date of the
license and expiration date of the license. A person having nore
t han one agency shall be issued a separate |icense for each
agency. A license shall be posted in a conspicuous place on the
I icensed prem ses and copies of licenses shall be nmade avail abl e
for inspection to all individuals.

(f) Expiration.--A |license, unless sooner suspended or
revoked, shall automatically expire two years from date of
i ssuance and shall be renewabl e biennially upon application in
accordance with subsection (c) if the agency has conplied with
Chapters 13 and 15 during the previous licensing period and it
currently conplies with the standards as determned by a site
i nspection under subsection (d).

(g) Nane.--Each agency for which a license is requested
shall be designated by a distinctive nane, and the nanme shal

not be changed without first notifying the departnent and

19940H3188B4430 - 12 -
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receiving approval in witing. Duplication of existing agency
names i s prohibited.

(h) Vvalidity of license.--Each license shall be valid only
for the person to whomit is issued and shall not be subject to
sal e, assignnent or other transfer, voluntary or involuntary,
nor shall a license be valid for any prem ses other than that
for which it was originally issued.

(i) Transfer of license.--An application for a license is
requi red when the ownership of a Iicensed agency has been
transferred or assigned or when a | essee agrees to undertake or
provi de services to the extent that legal liability for
operation of the agency rests with the | essee. The application
for a license reflecting this change shall be made at | east 60
days prior to the date of the sale, transfer, assignnment or
| ease.

(j) Return of license.--Each license shall be returned to
t he departnent by the agency inmediately upon change in
ownership or classification, suspension, revocation or voluntary
cessation of operations.

(k) Notification of agency closure.--A |icensee shall notify
t he departnent of inpending closure of an agency 90 days prior
to the closure. The agency shall be responsible for advising the

departnment as to the placenent of inventory and disposition of

records.
(1) Provisional license.--Agencies in existence on the
effective date of this act shall receive provisional |icensure

by submtting a letter of intent to continue operation as an
agency, together with an audited financial statenment for the
nost recently conpl eted annual or fiscal year. Provisional

licenses shall expire at the tine that a |license is issued.

19940H3188B4430 - 13 -
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Section 302. O ganizational requirenents.

(a) Institutional identity.--The purposes of the agency
shall be clearly established and docunented. Wether it is an
i ndependent agency or part of another institution shall also be
defined. The agency shall have a functional identity with a
prof essional staff and a conmtnent to mai ntain and preserve
records and operating procedures for future reference and
hi storical continuity.

(b) Board of directors or advisory board.--Each agency shal
have a board of directors or an advisory board which provi des
consul tation and direction on all policynaking decisions as well
as issues of liability, fiduciary responsibility and sel ection
of the agency director. Wiere the agency operates within the
jurisdiction of an educational institution, the responsibilities
of this board shall not conflict with the responsibilities or
span of control of the authorized adm ni strator of the agency.

(c) Agency director. --

(1) Al procedures and policies shall be devel oped and
mai nt ai ned under the supervision of an agency director

appoi nted by the board of directors or advisory board or in

t he case of an educational institution, the authorized

adm ni strator of the agency. This person shall be qualified

by training or experience for the scope of activities being

pur sued.
(2) The agency director shall be responsible for al

adm ni strative operations, including, but not limted to,

conpliance with these standards. |If the agency director

appoi nted does not have nedical |icensure, the agency shal

have a |icensed physician under contract to ensure conpliance

with all nedical-legal aspects and with all requirenents for

19940H3188B4430 - 14 -
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speci al i st know edge of the particular organs and tissues
processed or infectious disease.

(3) The agency director shall be the individual
responsi ble for the daily operation of the agency. It is this
person's responsibility to carry out policies of the board of
directors or advisory board and to prescribe technically
accept abl e means for procuring, processing, quality control,
storage and distri bution.

(4) The agency director shall provide all staff nenbers
wi th adequate information to performtheir duties safely and
conpetently.

(5) The agency director shall be responsible for
ensuring that technical staff maintain conpetency by
participation in training courses and technical neetings or
ot her educational progranms. This training should be recorded
in each enpl oyee's personnel file. Del egation of
responsi bility for technical work, recordkeeping and
adm ni stration may be made.

(6) To ensure quality control, the agency director shal
ensure tests and procedures for neasuring, assaying or
nmonitoring properties of organs and tissues essential to the
eval uation of their safety and useful ness are carried out.
Results of all tests or procedures, together with eval uations
based on these findings, shall beconme part of the pernanent
record of all material processed.

(7) To ensure quality assurance, the agency director
shal |l establish nmonitoring and recordi ng procedures that
ensure and docunent that the entire agency is in conformty
wi th applicable Federal and State standards. These procedures

and records shall be reviewed at |east annually.

19940H3188B4430 - 15 -



1
2
3
4
5
6
-
8
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30

(8) The agency director shall appoint technical staff
and be responsible for ensuring that staff have capabilities
and training appropriate to their function. Qualifications in
some cases may be denonstrated by certification or by
exam nation through recogni zed specialty organi zati ons.

(d) Medical director.--Each OPO tissue bank and eye bank
shal | enpl oy or have under contract a Commonwealth |icensed
physi ci an nmedi cal director who provides direction and
supervision to coordinators and all other nonphysician staff who
assist in the procurenent of organs, tissues or eyes for
transpl antation or research. This may be by indirect
super vi si on.

(e) Personnel policies and procedures.--Job descriptions,

i ncl udi ng scope of activities, specific responsibilities and
reporting relationships, for all personnel shall be established
by witten personnel policies and procedures approved by the
agency director and the board of directors.

(f) Policies and procedure manual . --

(1) Each agency shall maintain a policies and procedures
manual which details all aspects or procurenment, processing,
testing, storage and distribution practices.

(2) Each of these procedures shall be reviewed and
affirmed in witing annually by the agency director or
desi gnee. Modifications of standard procedures and
devel opnent of new procedures shall be approved by the agency
di rector or designee.

(3) Obsolete revised procedures shall be retained
separately to nmaintain a historical sequence.

(4) Copies of the policies and procedures manual shal

be available to the staff at all tinmes. Staff shall be

19940H3188B4430 - 16 -



1 required to affirmin witing in the manual to signify that

2 t hey have read and understand the nanual .

3 (5) Copies of procedures from published literature cited
4 by reference shall be attached in an appendix to the policies
5 and procedures manual .

6 (6) Copies of the policies and procedures manual shal

7 be restricted to authorized individuals, including

8 adm ni strati on enpl oyees, for inspection upon request.

9 (7) Procedures shall be sufficiently detailed and

10 unanbi guous to all ow an appropriately trained individual to
11 foll ow and conpl ete the procedure successfully.

12 (g) Records.--

13 (1) Donor and recipient records shall be confidential,
14 accurate and conpl ete. Donor record confidentiality shall not
15 precl ude access to pertinent information by authorized

16 enpl oyees of the departnent and the nedical exam ner or

17 coroner for cases which fall within his jurisdiction. Donor
18 nmedi cal records and results of all |aboratory tests shall be
19 reviewed by the nedical director, designees or appointee to
20 ensure suitability of the donated organ, tissue or eye for
21 the i ntended application.
22 (2) Docunentation shall be concurrent with the
23 performance of each activity in the procurenent, preparation
24 testing, storage and distribution of organs, tissue and eyes
25 in such a manner that all activities can be clearly traced.
26 Al'l records shall be legible and indelible, shall identify
27 t he person perform ng the procedures or tasks, include dates
28 of entries and record test results and the interpretation of
29 the results. The expiration date assigned to specific
30 processed tissues where appropriate is to be recorded.

19940H3188B4430 - 17 -
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(3) Records shall be as detailed as necessary for a
cl ear understandi ng of each activity by an experienced person
and shall be available for inspection by authorized
i ndi vidual s, including adm ni stration enpl oyees, upon request
and within the bounds of nedical-legal confidentiality.

(4) Each organ and tissue and any conponents derived
therefrom shall be assigned, in addition to generic
desi gnation, one unique identification nunmber which shal
serve as a lot nunber to identify the material from
procurenent through distribution and utilization.

(5) Records shall identify the donor, docunent the
pat hol ogi cal eval uati on or m crobiol ogi cal evaluation or both
of the donor, verify |aboratory conditions under which the
organ or tissue is procured, processed, tested and stored and
i ndi cate disposition of the transplanted organ, tissue or
eye. These records shall be maintained, reviewed and approved
by the agency director or designee. Al records concerning
donor history and processing information shall be made
avai l able to the transpl ant surgeon upon request, except
t hose infringing upon donor confidentiality.

(6) Al records and comruni cati on between the agency and
its donors and patient recipients shall be regarded as
confidential and privileged. The departnment shall have access
wi th adequate noti ce.

(7) WMaintenance records on facilities, instrunents and
equi pnent, including their nonitors, shall be maintained.

(8) An adverse reactions file shall be maintained
pursuant to section 315.

(9) Al of these records shall be retained for at | east

ten years after distribution of organs or tissues.
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Section 303. Physician supervision of cadaveric organ, tissue
and eye procurenent coordinators.

Organ procurenent organi zations, tissue banks and eye banks
may enpl oy coordinators to assist in the nmedical managenent of
organ donors or in the surgical procurenent of cadaveric organs,
ti ssues or eyes for transplantation or research under the
direction and supervision of a licensed physician. This
supervi sion nmay be indirect supervision.

Section 304. Safety and environnental control.

(a) Procedures in general.--Witten procedures for the
operation of the agency shall be established and approved by the
agency director and include instructions for action in case of
energency or exposure to conmuni cabl e di sease and cheni cal
bi ol ogi cal and radi ol ogi cal hazard precautions.

(b) Disposal procedure.--Human waste itens shall be di sposed
so as to mnimze any hazard to personnel or the environnent.

Di gnified and proper disposal procedures shall be used to
obvi at e recogni zabl e human renai ns.

(c) Conpliance with OSHA rul es.--Each agency shall conply
wi th Cccupational Safety and Health Adm nistration (OSHA) rules,
i ncluding 29 CFR 1910. 1030 (relating to bl oodborne pat hogens).
These rul es establish requirenments for mnimzing exposure to
hepatitis, H 'V and ot her bl oodborne pathogens.

Section 305. Facilities and equi pnent.

Facilities shall be designated for the specialized purposes
for which they are to be used and shall be maintained in a clean
and orderly manner. All instrunents and equi pnent shall be
subject to regularly schedul ed mai ntenance and cal i brati on.
Refrigerators and freezers for storage shall have alarns and

back-up systens in case of failure and shall be inspected on a
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regul arly schedul ed basis as described in the equipnent's
operating manual and equi pped with verifiable nmethods for proper
tenperature nonitoring. Access shall be Iimted to authorized
agency and adm ni stration enpl oyees. An adequate security system
of physical configuration shall be provided to prevent entry of
unaut hori zed persons.
Section 306. Ethical standards.

Each OPQO, tissue bank and eye bank shall establish policies
to avoid conflicts of interest.
Section 307. Educational standards.

The foll ow ng docunentation and information is required:

(1) Each OPQ, tissue bank and eye bank shall maintain
docunent ati on of educational services provided to citizens
and hospitals in the areas the agencies service.

(2) Docunentation of education of professionals shall be
mai nt ai ned. Docunentation of donor hospital policies,
procedures, characteristics and donor-related activities
shall be kept as indicated. Witten agreenents shall docunent
t hese activities.

(3) Each agency shall produce or have avail abl e
literature that will provide education for donation of
organs, tissues or eyes. Each agency shall be responsible for
establishing or assisting in the dissem nation of these
materi al s.

(4) Each agency shall provide docunentation of
educational prograns given to the citizens, directly or
indirectly.

Section 308. Agency investigations.
Each agency shall provide to the departnent, upon request, a

copy of any audit, review or study perfornmed by any Federal or
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accreditation organi zation that has or is review ng that agency.

2 Section 309. Acquisition of organs and tissue.

3
4
5
6
-
8
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
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30

(a) GCeneral rule.--

(1) The nobst sensitive relationship between an OPQ
ti ssue bank or eye bank and the community concerns the
process whereby material fromrecently deceased or |iving
donors is obtained. Procedures adopted for recruiting donors
shall be fully discussed with the board of directors,
advi sory board or appropriate officials.

(2) Agency personnel shall ensure that consent for
donation is obtained in conpliance with applicable Federal,
State and | ocal | aws.

(3) Agency personnel shall be trained regarding
obt ai ni ng and docunenti ng consent for donati on.

(4) Consent shall be obtained fromthe donor, next of
kin or other designated legal entity in order of priority and
avai lability in accordance with 20 Pa.C.S. Ch. 86 (relating
to anatom cal gifts).

(5) In cases originating in a hospital, the consent form
shall remain a part of the patient's hospital nedical record.

(6) A copy of the consent formnust be retained in the
agency's donor record.

(b) Informed consent. --

(1) Permssion to obtain organs or tissue fromliving or
nonl i vi ng donors by infornmed consent shall be docunent ed.
Information provided shall be witten or spoken in | anguage
under st andabl e to the donor or the donor's next of kin.

(2) Permssion to procure organs or tissue from
nonl i vi ng donors shall be sought as provided in 20 Pa.C. S.

Ch. 86.
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Section 310. Prenortem donati ons.

Instructions expressed by a living person to donate organs,
ti ssues or eyes under 20 Pa.C.S. Ch. 86 (relating to anatom cal
gifts), either through use of donor cards, living will or other
appropriate docunents are legally valid and enabl e organ
procurenent organi zations, tissue banks and eye banks to procure
organs and tissue w thout further authorization from next of
kin. It is recoomended that the next of kin be informed and
t heir cooperation secured.

Section 311. Conpensation for donors.

Monet ary conpensation other than rei nbursenent of donation-
rel ated expenses or Federal or State-approved donor conpensati on
prograns nmade to living donors, next of kin, donor's estate or
any other third party is prohibited.

Section 312. Sale of anatom cal matter.

Sal e of one of a pair of organs, such as an eye or kidney, by
a living donor for financial conpensation is illegal under the
act of Decenber 18, 1984 (P.L.1064, No.210), entitled "An act
prohibiting the transfer of certain human organs and tissues for

val uabl e consideration.”™ A licensed agency involved in this
activity shall be subject to revocation of that |icense.
Section 313. Donor selection.

The foll ow ng shall apply:

(1) Suitability of a specific individual for organ or
ti ssue donation shall be based upon the nedical history and
clinical status of the donor and the need for particular
organs or tissue.

(2) Criteria for evaluating a potential donor shal

i ncl ude presence of infectious disease, malignant disease,

neur ol ogi cal degenerative di sease and di seases of unknown
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1 etiology. In equivocal situations, a specialist in the

2 particul ar area of medicine should be consulted.

3 (3) A thorough exam nation of the prospective donor's

4 avai l abl e nedical records is required. If no nedical records
5 are avail abl e, an autopsy or generally accepted testing is

6 required. Evaluation of the record shall be performed by an

7 agency desi gnee.

8 (4) Social and additional nedical history of the donor,
9 if avail able, shall be obtained by nmeans of discussion with
10 the famly, donors' personal physician or other individual.
11 The United States Public Health Service criteria shall be

12 considered in the evaluation of high risk donors. Applicable
13 publ i shed Federal regulations shall also apply.

14 (5) Appropriate policy distinctions shall be made

15 regardi ng acceptability of organs and tissue fromliving

16 donors. In general, donations fromliving donors shall not be
17 accepted if the conditions surroundi ng the donations are

18 guesti onabl e. These conditions range from undue nedical risk
19 to the donor, coercion and pronises of nonetary gain, to
20 di m ni shed capacity of the donor to evaluate the nedical or
21 surgical risks to be undertaken.
22 (6) The agency shall have the responsibility to docunent
23 in witing the current nedical history, physical exam nation
24 and i nspection and | aboratory test results, together with the
25 avai | abl e previ ous nedi cal and social history of the donor.
26 Section 314. Reconstruction.
27 Each agency shall have a policy for the reconstruction of the
28 body which is integral to maintaining the dignity of the donor.
29 Section 315. Report of adverse reactions.
30 (a) GCeneral rule.--It is the responsibility of each

19940H3188B4430 - 23 -



© o0 N oo o A~ wWw N P

N ORNN N RN NN N NN R B P B R R R R R
© O N o U~ W N B O © 0 N 0o o M W N B O

30

physi ci an or organi zation that utilizes organs and tissues for
transplantation to notify the providi ng organ procurenment
organi zation, tissue bank or eye bank of any and all adverse
reactions. The providing organi zation shall notify the nedical
exam ner or coroner if the adverse reaction involves donation
froma nedical exam ner's or coroner's case. Every reasonable
effort shall be nade by each providing agency to inform each
recei ving agency or physician of this fact and to provide a
mechani smfor a followup report in these instances. Upon
notification of an adverse reaction, the procurenent agency
shal | :

(1) Imediately notify the departnment by tel ephone of
the reporting of an adverse reaction.

(2) Immediately suspend distribution of grafts procured
fromthat donor

(3) Initiate an investigation to determ ne whether the
adverse reaction was due to the donor's organ or tissue.

(4) Submit to the departnent within two working days, an
adverse reaction reporting formto be furnished to the agency
by the departnent.

(b) Procedures.--If it is determ ned that the adverse
reaction was due to the donor's organ or tissue, the recal
procedures described in section 316 and the | ook-back procedures
described in section 317 shall be inplenented i nmediately. Wen
t he cause of the adverse reaction is determ ned, the procurenent
agency shall submt to the departnment on a form provided by the
department information related to probable cause and the basis
for this determ nation. Docunentation of adverse reaction
procedures shall be included in the agency's policies and

procedur es nanual .
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Section 316. Recall procedures.

A witten procedure shall exist for recall of organs and
tissues and for notification to recipients for the possibility
of infection, disease or contam nation, defects in processing,
preparation or distribution or other factors affecting
suitability of the organs or tissues for their intended
appl i cation. Docunentation of recall procedures shall be
included in the agency's policies and procedures nmanual .
Section 317. Look-back procedures.

Each OPQO, tissue bank and eye bank shall have procedures for
noti fying the transplanti ng agency or physician that they may
have recei ved infected, diseased or otherw se unsuitable
transpl ants. These notification or |ook-back procedures would
enabl e those at risk for a disease to be tested and if necessary
enter treatnment. This would also potentially prevent further
transm ssion of infection or other disease. Docunentation of
| ook-back procedures shall be included in the agency's policies
and procedures manual .

Section 318. HV notification requirenents.

Testing and notification of H 'V (human i munodefi ci ency
virus) test results to donors and recipients of organs, tissues
and eyes in this Commonweal th shall be in accordance with the
act of November 29, 1990 (P.L.585, No.148), known as the
Confidentiality of H V-Related Information Act.

Section 319. Data collection.

Each organ procurenent organi zation, tissue bank and eye bank
shall collect, maintain and report the followi ng data annual ly
to the departnent:

(1) Nunber of donors by age and race.

(2) Type of donati on.
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1 (3) Manner of death for all donors.

2 (4) Donor source (hospital, nedical exam ner, coroner or
3 funeral hone).

4 (5) Nunber of organs, tissues and eyes procured.

5 (6) Nunber of organs, allografts and eyes processed.

6 (7) Disposition of locally procured or processed organs,
7 ti ssues and eyes with respect to international, national, in-
8 State or local distribution.

9 (8) Revenues derived from procuring, processing and

10 di stribution of organs, tissues and eyes.

11 Section 320. Federal, State and |ocal |aws.

12 Commonweal t h organ procurenent organi zations, tissue banks
13 and eye banks shall conply with all applicable Federal, State
14 and | ocal governnent |aws and regul ations.

15 Section 321. Revision of standards.

16 Al'l proposed revisions, additions and del etions shall be

17 reviewed for acceptance or rejection at |east annually by the
18 Organ Tissue Procurenent and Transpl antati on Advi sory Board's
19 Standards subconmittee. Reconmendations fromthe Standards
20 subcomm ttee shall be reviewed by the advisory board and
21 subsequently submtted to the departnent for consideration and
22 appropriate action.
23 CHAPTER 5
24 ORGAN PROCUREMENT ORGANI ZATI ON STANDARDS
25 Section 501. Organizational requirenents.
26 (a) GCeneral rule.--Each OPO shall:
27 (1) Be a nonprofit entity that is exenpt from Federal
28 i ncome taxation under section 501(c)(3) of the Internal
29 Revenue Code of 1986 (Public Law 99-514, 26 U.S.C. 8§ 1 et
30 seq. ).
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(2) Have accounting and other fiscal procedures
necessary to assure the fiscal stability of the organization,
i ncl udi ng procedures to obtain paynent for kidneys and
nonrenal organs provided to transplant centers.

(3) Have an agreenent with the Secretary of the United
St at es Departnent of Health and Human Services to be
rei nmbursed under Title XVIII of the Social Security Act (49
Stat. 620, 42 U.S.C. 8 301 et seq.) for the procurenent of
ki dneys.

(4) WMake available to the departnent docunentation of
its service area. An OPO nust provide to the departnent
guantifiable data showing that the area is of sufficient size
to assure nmaxi mnum effectiveness in the procurenent and
equi table distribution of organs and that either includes an
entire nmetropolitan statistical area, as specified by the
Director of the United States Ofice of Managenent and
Budget, or does not include any part of such an area.
Docunent ati on that precisely defines the proposed service
area includes the foll ow ng:

(i) the nanmes of the counties served;

(1i) geographic boundaries of the service area for
which the United States popul ation statistics are
avai | abl e;

(ti1) total population in service area; and

(iv) the nunber of and the nanmes of acute care
hospitals in the service area with an operating room and
t he equi prent and personnel to procure organs.

(b) Board of directors or advisory board.--The OPO shal

29 have a board of directors or advisory board that has the

30 authority to establish policies relating to the donati on,
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procurenent and distribution of organs. The OPO shall have a
board of directors or an advisory board which provides

consul tation and direction on all policynmaking decisions as well
as issues of liability, fiduciary responsibility and sel ection
of the agency director. Wiere the agency operates within the
jurisdiction of an educational institution, the responsibilities
of this board should not conflict with the responsibilities or
span of control of the authorized adm ni strator of the agency.
The board of directors or advisory board shall include nmenbers
as provided under the National O gan Transplant Act of 1984
(Public Law 98-507, 42 U.S.C. 8§ 273 et seq.) and adhere to
appl i cabl e Federal and State | aw.

(c) Staff.--Each OPO shall:

(1) Have an agency director, as described in section

302, and such other staff, including an organ donation

coordi nator and an organ procurenent specialist, necessary to

obtain organs effectively fromdonors in its service area.

(2) Enploy or have under contract a Comonweal t h

| i censed physician nmedical director, as described in section

302, who provides indirect supervision to coordinators and

all other staff who assist in the nedical nmanagenent of

donors and recovery of organs for transplantation or

resear ch.

(d) Staff qualifications.--Qualifications of technical
personnel vary by nature of responsibility. Qualifications, in
some cases, may be denonstrated by certification or by
exam nation through recogni zed specialty organi zati ons. Al
supervi sory or senior OPO personnel shall be certified in organ
procurenent by the North American Transpl ant Coordi nators

Organi zation or by a State agency.
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Section 502. (QOperational procedures.

(a) Identification of donors.--The OPO shall have docunented
evi dence for identification of potential donors which includes:

(1) Having a working relationship with at |east 75% of
the hospitals that participate in the Medicare and Medicaid
prograns in its service area that have an operating room and
t he equi pnment and personnel for procuring organs.

(2) Having a working relationship with nedical exani ner
or coroner offices in the service area.

(3) Conducting systematic efforts intended to acquire
all suitable organs, tissues and eyes for transplantation
frompotential donors.

(b) Cooperative arrangenents.--The OPO shall:

(1) Arrange for the appropriate tissue typing of donated
or gans.

(2) Provide or arrange for the transportation of donated
organs to transplant centers.

(3) Have arrangenents to coordinate its activities with
transpl ant centers in the area.

(4) Have arrangenents to cooperate with licensed tissue
banks and eye banks for the procurenent, processing,
preservation, storage and distribution of tissues and eyes as
may be appropriate to assure that all usable tissues and eyes
are obtained frompotential donors.

Section 503. Records.

The OPO shall maintain data in a format that can be readily
used by a successor OPO and agree to turn over to the departnent
and to the Secretary of the United States Departnment of Health
and Hurman Services copies of all records and data necessary to

assure uninterrupted service by a successor OPO The OPO shal
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have a procedure for ensuring the confidentiality of patient
records. Information fromor copies of records shall be
restricted to appropriate staff, the medi cal exam ner or coroner
and aut hori zed departnent enpl oyees. The OPO shall ensure that
unaut hori zed i ndi vi dual s cannot gain access to or alter patient
records. Original nedical records may be rel eased by the OPO
only in accordance with applicable Federal or State |aws, court
orders or subpoenas.
Section 504. Ogan Procurenent and Transpl antation Network
(OPTN) .

The OPO shall participate in the OPTN and adhere to its
rul es.

Section 505. Conmunity involvenment and educati on.

The OPO shal |l assist hospitals in establishing and
i npl enenting protocols for making routine inquiries about
potenti al donors. The OPO shall conduct and participate in
education concerning donation for professionals and | aypeopl e.
The OPO shall aid the departnent in the evaluation of the
ef fectiveness of the agency in acquiring potential donors’
or gans.

Section 506. Quality assurance.

(a) GCeneral rule.--Each OPO shall have an established and
docunented qual ity assurance program This program shall i nclude
ongoi ng nonitoring and evaluation of its activities. These
standards shall provide the basis for devel opnent of the quality
assurance program Each OPO shall docunent all aspects of its
qgqual ity assurance program and maintain records of all quality
assurance activities for a mnimumof ten years.

(b) Reporting of adverse reactions.--The OPO s quality

assurance program shall include a nethod for the transplanting
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surgeon to report adverse reactions fromthe transpl antation of
an organ to the source OPO which, in turn, shall forward the
adverse reaction information to the departnment as prescribed in
section 302.

Section 507. Performance standards.

The OPO shall neet performance standards under the National
Organ Transpl ant Act of 1984 (Public Law 98-507, 42 U S.C. § 273
et seq.) and adhere to applicable Federal and State | aw.

Section 508. Financial policies and procedures.

(a) General rule.--The OPO shall conply with existing
Federal laws and guidelines in its fiscal and accounting
procedures. The OPO shall have accounting and ot her fiscal
procedures necessary to insure the fiscal stability of the OPQ
i ncl udi ng procedures to obtain paynment for kidneys and nonrenal
organs provided to transplant centers. The follow ng are
required:

(1) There shall be an annual budget approved by the
board of directors or advisory board.

(2) Unless otherw se provided by law, there shall be an
annual audit conducted by an i ndependent public accountant.

(3) There shall be adequate trained staff or qualified
contractors to ensure the establishment and mai nt enance of
internal controls and general accounting functions. The
general accounting functions shall include managenent of
accounts recei vabl e, managenent of accounts payabl e and ot her

di sbursenents and the handling of cash. An OPO shall maintain

the ability to generate periodic statenments of the status of

the agency's assets, liabilities and fund bal ance and
statements of its periodic revenues and expenses.

(b) Docunentation of costs.--The OPO shall have policies and
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procedures established for the docunentation of all direct and
indirect costs. These costs shall be used as the basis for the
establ i shment of organ and tissue procurenent charges.

(c) Allocation of costs.--An OPO shall establish accounting
policies and procedures to permt allocation of all its direct
and indirect costs to the organ and tissue cost centers
mai nt ai ned by the agency. The policies and procedures shall be
in conpliance with the current approved Medi care cost report
( HCFA- 216) .

(d) Records of allocations.--The accounting records of the
OPO shall include docunentation of allocations nade to organ and
ti ssue cost centers, as applicable, for each direct expense
incurred by the OPO. Allocations shall be nade insofar as they
are related to the procurenent of the particular organ. For
exanpl e, records docunenting the paynent of a donor hospital
bill shall identify the procured organs of the particul ar case
and shall docunent the equal allocation of the costs to each
organ type. The sanme procedure shall apply to other direct
expenses related to the procurenment, such as tissue typing or
transportati on. Wien these expenses are for the purpose of
procurenent of a particular organ, the cost shall be all ocated
only to that organ.

(e) Accounting of indirect costs.--The accounting records of
the OPO shall permt the expensing of indirect costs. For
exanple, office rent, utilities, admnistrative sal ari es,
salary-rel ated costs and ot her expenses may be allocated in
conpliance with Medicare rules and guidelines. The OPO s costs
shall be charged as expenses and allocated in accordance with
t he appropriate gui dance provided by the Medicare program or by

establ i shed agreenents with other agencies, conpanies, providers
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or vendors. The costs paid by the OPO for services used in the
procurenent of organs, for exanple, surgeon's fees, donor

eval uation fees, laboratory and transportation costs shall be
based on reasonabl e and custonmary fees within the service areas
as determ ned by the OPO. The OPO may refer to limtations on

t he rei mbursenment of such costs as specified by the Medicare
program The OPO shall exercise judgnment and prudent nanagenent
practices in the determ nation of paynment of such fees.

(f) Acquisition charges.--The OPO shall maintain the ability
to develop and utilize average procurenent costs as a basis for
establishment of its organ and tissue acquisition charges. The
acqui sition charges are to be established in accordance with the
OPO s board of directors or advisory board and with reference to
prevailing Medicare programrul es and regul ati ons. These charges
shall be reviewed at | east sem annually and appropriate
adj ust rent s nade unl ess ot herw se proscri bed.

Section 509. Verification of death.

Where applicable, the OPO shall assure that death has been
determ ned in accordance with the act of Decenber 17, 1982
(P.L.1401, No.323), known as the Uniform Determ nati on of Death
Act, and docunented in the organ donor's nedical record.

Section 510. Autopsy.

A gross external and internal exam nation of any area of the
donor altered by the excision shall be perforned and dictated or
ot herwi se recorded by the excising surgeon at the tinme of the
surgi cal renoval of organs fromthe cadaveric donor. A witten
report of these findings shall be tinely prepared and delivered
to the person responsible for the autopsy if performed on the
donor. The report shall contain an item zation of all nornmal

conditions noted as well as all abnormal pathol ogical findings
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1 found during the gross internal exam nation of the donor.

2 \Wenever a full nedical autopsy of the donor will not

3 subsequently be perforned by a nedical exam ner or coroner, the
4 OPO may attenpt to obtain a nmedical autopsy. Upon request, the
5 OPO shall make a copy of the autopsy report, including any

6 prelimnary findings, available to all agencies which are in

7 receipt of the donor's organs, tissues or eyes and will fix a

8 <copy of the report in the OPO s donor record.

9 Section 511. Cuidelines for the evaluation and managenent of a
10 pot enti al cadaveric organ donor.

11 (a) General rule.--Evaluation and managenent of donors is
12 mandatory for organs which may be allocated to and received by
13 the Organ Procurenment and Transpl ant Network (OPTN) approved

14 transplant prograns to assure that all organ donors neet the

15 requirenents established by the OPTN. The OPO s organ donor

16 eval uation and managenent procedures shall be approved by the
17 OPO nedi cal director or the OPO nedical advisory conmttee or
18 its equivalent, or both. These procedures are to be undertaken
19 wth direct or indirect nedical supervision and support as
20 necessary. Once the patient has been declared dead or death is
21 inmmnent and consent for donation has been obtained as
22 authorized by law, the OPO shall inplenment the guidelines for
23 the evaluation and nmanagenent of the potential organ donor.
24 (b) Evaluation criteria.--The evaluation of the donor shal
25 incl ude:
26 (1) An attenpt to acquire a social history which may be
27 obtained fromindividuals not limted to the person giving
28 consent.
29 (2) A physical exam nation of the donor.
30 (3) Docunentation of the donor's ABO group, donor's
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wei ght and hei ght .

(4) A review of the donor's current inpatient nedical
record.

(5) Docunentation of significant events in the donor's
clinical course.

(c) Oher requirenents.--The OPO shall ensure that adequate
respiratory, henodynam c and el ectrol yte managenent of the donor
is provided. The OPO shall ensure that the donor receives
appropriate antibiotic coverage, if a need is indicated.

(d) Evaluation of infectious disease status.--The OPO shall
eval uate the infectious disease status of the potential donor.
Al'l serological testing shall be noted to be either
pretransfusion or posttransfusion. Such eval uation shall include
serology testing in accordance with applicable Federal |aw.

(e) Tissue typing requirenents.--For those organ systens for
whi ch the OPO assunes responsibility for tissue typing, the OPO
shall ensure that tissue typing is perforned by an affiliated
Ameri can Soci ety of Hi stoconpatibility and I mmunogenetics (ASH )
and Organ Procurenent and Transpl ant Network (OPTN) approved and
Commonweal t h-11i censed hi stoconpatibility |aboratory and tissue
typing material is provided to the |aboratory for testing.
Section 512. Allocation of donated organs.

Each OPO shall have a policy to ensure that donated organs
are allocated according to the standards of the Organ
Procurenent and Transpl ant Network (OPTN) and in keeping with
OPTN- approved | ocal variances. Organs that are allocated outside
of the sequence of patients, as determ ned by the OPTN, shall
have docunentati on explaining the reason for the variance. The
OPO shall run the OPTN conputer for a donor/recipient match

routi ne on every donor organ procured by the OPO. Organs shall
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be allocated by the OPO utilizing the sequence of patients as
determ ned by OPTN conputer. Any variation fromthe OPTN
donor/reci pient match routine shall be docunented and becone a
per manent part of the donor record. Docunentation of actual

al l ocation of each organ procured shall be filed in accordance
wi th OPTN gui del i nes.

Section 513. Procurenent procedures.

(a) GCeneral rule.--The OPO shall have policies and
procedures to facilitate and coordinate the procurenent of
donated organs by trained and qualified personnel.

(b) Surgical standards.--The OPO shall ensure that any
surgeons working as consultants to the OPO for the procurenent
of donated organs, that is, surgeons whose fees are paid by the
OPO, neet qualifications and standards as set by the OPO nedi cal
director or its nedical advisory commttee or its equivalent, or
bot h. Any surgeon who procures organs for an OPO and i s not
wor ki ng as a consultant to the OPO, that is, a surgeon working
for a specific transplant center, nust be enployed by an OPTN
approved transplant center. The transplant center, not the
procuring OPO, shall be responsible for assuring the
qual i fications of the procuring surgeon. The nedical director of
the OPO shall be responsible for periodically review ng the
surgi cal standards and technical quality of services provided by
consul ting surgeons. The OPO is responsible for coordinating
anest hesi a support for the organ procurenment process. The OPO
shall provide information and guidelines to anesthesia for the
i ntraoperative procedure. The goal of this intraoperative
support includes:

(1) Maintaining an adequate bl ood pressure, fluid

vol une, organ perfusion and function.

19940H3188B4430 - 36 -



© o0 N oo o A~ wWw N P

N ORNN N RN NN N NN R B P B R R R R R
© O N o U~ W N B O © 0 N 0o o M W N B O

30

(2) Adequate oxygenation and oxygen transport to the
organs bei ng procured.

(3) Replacenent of excessive volunme | oss.

(4) Admnistration of required and desirable nmedications
to facilitate organ procurenment and function.

(c) Packaging and | abeling.--The OPOis responsible for
packagi ng and | abeling organs, tissue typing material and bl ood,
according to the OPTN standards.

(d) Docunentation to transplant center.--The OPOis
responsi ble for distributing the follow ng docunentation to each
transpl ant center receiving an organ from an individual donor:

(1) Verification of donor ABO type.

(2) A copy of death determ nation fromthe donor's
medi cal record

(3) A copy of consent for organ procurenent fromthe
donor's nedi cal record.

(4) A copy of the OPO donor information as described in

section 514.

Section 514. Docunentation of donor infornation.

(a) Denographic information.--The OPO shall be responsible
for docunentation of denographic information relative to the
donor so that pertinent information is available for centers
consi dering organs for transplant. The OPO shall docunent
information that will enable followup with the next of kin and
donor hospital personnel.

(b) Required information.--The OPO shall have a standardi zed
nmet hod of recording the follow ng information on each donor:

(1) Nane.
(2) Age, sex and race.

(3) Cause of death
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4
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-
8
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30

(c)
the fol

(d)

current

(4) Tinme and date of hospital adm ssion.

(5) Tinme and date of pronouncenent of death.
(6) UNGCS identification nunber.

(7) OPOidentification nunber.

Fol |l ow-up i nformation required.--The OPO shal
| ow ng information for purposes of a follow up
(1) Nane and address of the |egal next of kin.
(2) Record of the organs donat ed.

(3) Nane of attending and consulting doctor.
(4) Medical exam ner or coroner, as applicable.
(5) A copy of signed consent form

(6) A copy of declaration of death note.

Docunent ati on of donor history.--The OPO shal

docunent

obtain a

nmedi cal and social history of each potential donor in an

attenpt to determ ne whether the potential donor is in a high

risk group as described in section 313. That history shall be

communicated in witing to the recipient institution.

(e) Specific episodes to be reported.--The docunent ed past

medi cal history shall, when available, include significant

epi sodes of the foll ow ng:
(1) Any previous hospitalization.

(2) Any prior surgery.

(3) History of a chronic illness, for exanple, diabetes,

hypertensi on and cardi ovascul ar di sease.

(4) History of conmunicabl e di sease, for exanple,

hepatitis.

(5) History of disease specific to transplantabl e organs

and treatnent of sane.

(f) Current hospital history.--The current hospital history

as the nost vital shall include:
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(1) A description of injuries and treatnents, that is,
surgeri es.

(2) An account of significant febrile episodes,

i ncludi ng duration, treatnent and response.

(3) An account of cardiac or respiratory arrests,
including type, duration and treatnment required to restore
function, particularly closed-chest massage.

(4) A record of blood transfusions, including type and
armount .

(g) Docunentation of donor henodynam cs. --The OPO shal
docunent a detailed picture of the donor's henbdynam c status
from adm ssion through organ procurenment in a standardi zed, easy
to interpret manner.

(h) Transfused donor.--All potential donors are to be tested
by a United States Food and Drug Admi nistration |licensed
screening test for HILV-1 and HHV-Ab 1 and 2. |If the donor's
pretransfusion test is antibody negative and subsequent
transfusions are pretested, retesting for HTLV-1 and H V-Ab 1
and 2 is not necessary. If no pretransfusion blood sanple is
avai |l abl e, the donor institution nmust provide, along with the
screening test results, a conplete history of all transfusions
recei ved by the donor during the ten-day period i nmediately
prior to renoval of the organs. The transplant surgeon is
obligated to notify the recipient or next of kin in such cases
prior to transplantation when the result of a test adm nistered
under this subsection is positive. The OPO shall notify the
donor's attendi ng physician who is obligated to notify the
donor's next of kin in such cases when the result of a test
adm ni stered under this subsection is positive.

Section 515. Docunentation of organ-specific |aboratory
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results.
The OPO shall provide the transplanting physician with a
conpl eted agency donor record.
Section 516. Docunentation of recipient information.
(a) GCeneral rule.--The OPO shall docunent specific
i nformation on the recipients of procured organs.
(b) Specific information to be docunented.--The foll ow ng

i nformati on shall be docunented on each recipient:

© o0 N oo o A~ wWw N P

(1) Nane.

10 (2) Health insurance clai mnunber.

11 (3) Recipient center.

12 (4) Age, sex and race.

13 (5) Organ function at tinme of transplant.

14 (6) Any other information required by OPTN.

15 Section 517. Conpletion of Organ Procurenent and Transpl ant

16 Net work (OPTN) required forms.

17 Each OPO shall routinely submt docunentation describing

18 donor activity to OPTN. The OPO s shall conply with OPTN

19 reporting requirenments. Al currently existing OPTN forns shal
20 be conpleted by the OPO and submtted to the OPTN contractor
21 within the prescribed tinme [imts.

22 CHAPTER 7

23 TI SSUE BANK STANDARDS

24 Section 701. Organizational requirenents.

25 (a) GCeneral rule.--The purpose of the tissue bank shall be
26 clearly established and docunented. Wether it is an i ndependent
27 operation or part of another institution shall also be defined.
28 The tissue bank shall have a functional identity with a

29 professional staff and a commtnent to maintain and preserve

30 records and operating procedures for future reference and
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hi storical continuity. Policy and procedure nanual s shall be
mai nt ai ned for personnel and other agency activities.

(b) Board of directors or advisory board.--The tissue bank
shall have a board of directors or an advisory board which
provi des consultation and direction on all policynmaking
decisions as well as issues of liability, fiduciary
responsi bility and selection of the agency director. Were the
agency operates within the jurisdiction of an educati onal
institution, the responsibilities of this board should not
conflict with the responsibilities or span of control of the
duly authorized adm ni strator of the agency.

(c) Staff requirenent.--Each tissue bank shall:

(1) Have an agency director as described under section

302 who shall

(i) Be responsible for ensuring that technical staff
mai ntain their conpetency by participation in training
courses and technical neetings or other educational
pr ogr ans.

(i1i) Establish in witing quality assurance
procedures to nonitor and record procedures which wll
ensure and docunent that the entire agency is in
conformty with these standards. These procedures and
records shall be reviewed yearly.

(2) Enploy or have under contract a Comobnweal t h-

I i censed physician nedical director as described under

section 302 who provides indirect supervision to coordinators

and all other staff who assist in the nedical managenent of
donors or in the surgical procurement of tissue for
transpl antati on or research.

(d) Staff qualifications.--Qualifications of technical
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1 personnel vary by nature of responsibility. Qualifications, in
2 sone cases, may be denonstrated by certification or by

3 exam nation through recogni zed specialty organi zations. Al

4 supervisory or senior personnel shall be certified in tissue

5 banking by a recogni zed organi zati on, such as the Anerican

6 Association of Tissue Banks or a State agency.

7 Section 702. Community invol venent and educati on.

8 The tissue bank shall assist OPOs upon request in

9 establishing and inplenenting protocols for nmaking routine

10 inquiries about tissue donations. The tissue bank may

11 participate in education concerning tissue procurenent for

12 professionals and | aypeople. The tissue bank shall aid the

13 departnent in the evaluation of the effectiveness of the agency
14 in acquiring potentially avail able tissue.

15 Section 703. Quality assurance.

16 (a) GCeneral rule.--Each tissue bank shall have an

17 established and docunented quality assurance program This

18 program shall include ongoing nonitoring and eval uati on of

19 activities, identification of problens and devel opnent of plans
20 for corrective action. These standards shall provide the basis
21 for devel opnment of the quality assurance program Each tissue
22 bank shall docunment all aspects of its quality assurance program
23 and maintain records of all quality assurance activities for a
24 mnimum of ten years.
25 (b) Reporting of adverse reactions.--The tissue bank's
26 quality assurance programshall include a nmethod for the
27 transplanting surgeon to report adverse reactions fromthe
28 transplantation of tissue to the source tissue bank, which in
29 turn shall forward the adverse reaction information to the

30 departnent as prescribed in section 302.
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1 Section 704. Donor selection.

2 (a) Suitability of potential transplant donor.--Suitability
3 of a specific individual for tissue donation shall be based upon
4 the current nedical and social history, clinical status of the
5 donor and the condition of particular tissues. Consent nust be
6 obtained fromthe nedical exam ner or coroner, if appropriate.
7 (b) Criteria for rejecting potential transplant donors.--

8 Criteria for rejecting a potential donor may be several and

9 include presence of infectious disease, nmalignant disease,

10 neurol ogi cal degenerative di sease and di seases of unknown

11 etiology or any other diseases or conditions which may be

12 transferred to the recipient.

13 (c) Medical testing information.--1n selecting potenti al

14 donors for procurenent of tissues for transplantation,

15 safeguarding the recipients from possible transm ssion of

16 disease is of utnost inportance. A nedical history shall be

17 examned, if available. However, in many instances of sudden

18 death, a nedical history is either scant or not available. In
19 these cases a docunented attenpt shall be nade to acquire
20 information beyond what is imrediately available in the donor's
21 nedical history before these tissues can be released. In the
22 event that additional information or records cannot be found,
23 the nedical director shall determine if these tissues are
24 suitable for release for transplantation and docunment their
25 release in the donor's nedical record.
26 (d) H YV infections.--Screening for elimnation of
27 individuals with human i mmunodeficiency virus (H V) infections
28 and H V testing is required. Potential donors falling into
29 United States Public Health Service high risk groups shall be

30 elimnated fromthe donor pool.
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(e) Conditions precluding tissue donation for
transpl antation. --Conditions which preclude donation of tissues
are as provided under the United States Food and Drug
Adm ni stration (FDA) energency regul ati ons of Decenber 14, 1993,
as well as any final FDA regul ations pronul gated thereafter.
Section 705. Required studies of donor.

The serologies required to be perfornmed shall be as provided
under the United States Food and Drug (FDA) energency
regul ati ons of Decenber 14, 1993, as well as any final FDA
regul ati ons promul gated thereafter.

Section 706. Eval uation of donor.

Prior to transplantation, the nmedical director, designees or
nmedi cal contractee shall state in witing that the current
nmedi cal history, postnortem exam nation and | aboratory test
results together with the avail able previous nedical history are
sufficient to indicate that the donor is acceptable for tissue
transpl ant ati on.

Section 707. M crobiol ogi cal exam nati on.

M crobi ol ogi cal testing shall be performed by a Commonweal t h-
licensed | aboratory which is also registered or certified under
section 353 of the Public Health Service Act (58 Stat. 682, 42
U S.C. 8 263a). Each tissue bank or its consulting |aboratory,
in the event that the tissue bank uses such | aboratory, shal
have m crobi ol ogi cal |aboratory policies and procedures which
assure allograft safety. Docunentation of adherence to these
policies and procedures is required.

Section 708. Tests performed on |iving donors.

Except with regard to bone marrow and ot her such critically

vi abl e transplants, tissues fromliving donors to be

transpl anted as allografts shall be held in quarantine for at
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| east 180 days after which tine the donor shall be retested for
H V- Ab. This restriction shall not apply if and when the donor
can be tested effectively for the presence of HV antigen, viral
DNA or other reliable indicators of early HV infections by any
of the United States Food and Drug Adm nistration approved
tests.

Section 709. Verification of death.

Where applicable, the tissue bank shall assure that death has
been determ ned in accordance with the act of Decenber 17, 1982
(P.L.1401, No.323), known as the Uniform Determ nati on of Death
Act, and docunented in the donor's nedical record.

Section 710. Autopsy.

A gross external and, if applicable, internal exam nation of
any area of the donor altered by the procurenent shall be
performed and dictated or otherw se recorded by the procuring
person at the tinme of the renoval of tissues fromthe cadaveric
donor. A witten report of these findings shall be imredi ately
prepared and delivered to the person responsible for the autopsy
of the donor. The report shall contain an item zation of al
normal conditions noted as well as all abnornmal pathol ogi cal
findings found during the gross exam nation of the donor.
Whenever a nedi cal autopsy of the donor will not subsequently be
performed by a medi cal exam ner or coroner, the tissue bank may
attenpt to obtain an autopsy. The tissue bank shall affix a copy
of the autopsy report to the donor record and, upon request, the
ti ssue bank shall make a copy of the autopsy report available to
all agencies which are in receipt of the donor's organs, tissues
or eyes. The nedical director or designees may exercise a waiver
of an autopsy on a case by case basis and shall justify and

docunent that waiver in the donor's nedical record.
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Section 711. Records.

(a) Type and inspection requirenents.--Recordkeeping is of
par anount inportance in tissue banking efforts. Adequate records
which identify the use of the allografts shall be naintained.
The records of the tissue banks shall be open to inspection by
the departnent at a nmutually convenient tinmne.

(b) Expiration dates.--Records shall show the expiration
date assigned to specific processed tissues where appropriate.

(c) Additional guidelines.--Records shall be as detailed as
necessary for a clear understanding of each step by a person
experienced in tissue banking and shall be avail able for
i nspection by authorized individuals, including departnment
enpl oyees, upon request and within the bounds of nedical -1 egal
confidentiality.

(d) Conpilation and mai ntenance.--To ensure suitability of
donated tissues for transplantation, records shall be nade
concurrently with the performance of each step of processing of
tissue allografts. Distribution records shall be avail abl e but
t hese may be collected and stored separately. Al records shal
be |l egible and indelible, shall identify the person or persons
perform ng the procedures and shall include the dates of witten
entry. Al records concerning allografts furnished to a
particul ar surgeon shall be nmade avail able to that surgeon on
request. The only exception is information infringing upon donor
confidentiality. Al records shall be nmaintained for a m nimm
of ten years.

(e) Inventory.--A record of all unprocessed, processed and
distributed tissues shall be maintained.

(f) Confidentiality of patient records.--The foll ow ng shal

appl y:
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(1) The tissue bank shall have a procedure for ensuring
the confidentiality of patient records. Information from or
copies of records nmay be released only to authorized
department enpl oyees, to the nedi cal exam ner or coroner in
cases which are his, to other |icensed agencies in
Pennsyl vani a and ot her agenci es el sewhere participating with
the recovery, processing or distribution of tissue.

(2) Oiginal nedical records may be rel eased by the
ti ssue bank only in accordance with applicable Federal and
State laws, court orders or subpoenas.

(3) The tissue bank shall have policies which ensure
t hat unaut hori zed i ndividual s cannot gain access to or alter
patient records.

Section 712. Docunentation of donor information.

The records shall include all information on the donor,

i ncludi ng | aboratory reports, autopsy reports if an autopsy is
performed, a clinical history, a tissue procurenent record and
related material. The records of the perm ssion to procure the
ti ssue are kept permanently. A final sumrary statenent is
witten by the nedical director as to the nedical assurance that
the allografts which have been made avail able to the transpl ant
surgeon neet the requirenments of this statute, regulations
pronul gat ed hereunder and ot her applicable |aw and regul ati ons.
Section 713. Facilities and equi pnent.

(a) Facilities generally.--Facilities of the tissue bank
shall be designed for the specialized purposes for which they
are to be used and shall be maintained in a clean and orderly
manner. All instrunents and equi pnent shall be subject to
regul arly schedul ed nai ntenance and cal i bration. Refrigerators

and freezers shall be inspected on a regularly schedul ed basis
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as described in the procedure manual and equi pped with
verifiable nethods for proper tenperature nonitoring.

Envi ronnmental nonitoring procedures shall be established and
periodic sanpling of air, drains, surfaces and water faucets
shal | be docunent ed.

(b) Operating room--1f the tissue bank has an operating
room it shall be reserved for the procurenent or processing of
cadaveric tissue. This may allow for the procurenment of tissues
on a 24-hour basis. The operating roomshall have air
filtration, stainless steel furniture and washable walls.
Utraviolet lights and bacterial filters may be utilized to
reduce the anmbient bacterial flora.

(c) Access.--Access to the tissue bank shall be limted to
aut hori zed persons, including departnent enpl oyees. An adequate
security system or physical configuration shall be provided to
prevent entry of unauthorized persons.

(d) Conformance with certain specifications.--Facilities in
whi ch tissues are processed for transplantation shall conformto
specifications as may be delineated by the United States Food
and Drug Adm ni stration.

Section 714. Procurenent and processing procedures.

Ti ssues shall be renoved using either sterile or clean,
nonsterile techniques. |If renoved using sterile techniques,
nmet hods shall be consistent with standard operating room
practice. Sterile technique does not necessarily preclude the
need for subsequent tissue sterilization. Allografts procured
usi ng clean, nonsterile techniques are suitable for
transpl antation if adequate precautions are taken to identify
and elimnate m croorgani snms. Tissues shall be processed into

speci mens appropriate for clinical use. The specific nethods
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enpl oyed may vary with each type of tissue and with the manner
in which it has been procured, but each type of tissue shall be
prepared according to witten tissue bank procedures. Sterile
bone and tissue allografts shall be processed and packaged in
room cl ass 100 environnents, subject to United States Food and
Drug Adm nistration requirenments. Al processing of tissues
shall conformto specifications as may be delineated by the
United States Food and Drug Adm ni stration.

Section 715. Labeling.

(a) Visual inspection.--A sufficient area of the container
shall remain unobstructed for its full length or circunference
when the | abel has been affixed to the container to permt
i nspection of the contents.

(b) Container |abel.--Containers shall be |labeled so as to
nmeet any FDA requirenents and identify the foll ow ng:

(1) Nane of the product.

(2) Nane and address of the tissue bank.

(3) Tissue identification nunber.

(c) Package | abel.--Packages shall be |labeled so as to
identify the foll ow ng:

(1) Nane of tissue.

(2) Nane and address of tissue bank.

(3) Tissue identification nunber.

(4) Expiration date, if applicable.

(5) Sterilization procedure used, if applicable.

(6) Preservative used and its concentration, or if no
preservative is used or a conbination of the foregoing as
needed for an accurate description of the contents, whichever
is applicable.

(7) Reconmended storage tenperature.
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(8) Special instructions indicated by the particul ar

product, for exanple, "Do Not Freeze."
Section 716. Packagi ng.

(a) GCeneral rule.--Packaging shall maintain sterility of the
contents and maintain integrity of the appropriate container.
Ti ssues which are vacuum seal ed shall be spark-tested prior to
di stribution.

(b) Package insert.--Al tissues shall be acconpanied by a
package insert which contains instructions for proper storage
and reconstituting when appropriate. Specific instructions shal
be enclosed with tissues requiring special handling. These
instructions shall, subject to United States Food and Drug
Adm ni stration requirenents, include:

(1) Presence of known sensitizing substances or
reference to an encl osed package insert containing
appropriate information.

(2) Type and cal cul ated anmount of antibiotics added
duri ng processing.

(3) Source of the tissue, when it is a factor in safe
adm ni stration.

(4) The results of all infectious disease tests
per f or med.

(5) |If tissue has been subjected to term nal
sterilization, the nmethod of term nal sterilization shall be
clearly identified.

(6) Residual capable of harmng a recipient.

Section 717. Tissue tracking.

(a) Tissue identification nunber.--Each tissue and any

conponents derived therefromshall be assigned, in addition to

generic designation, one unique tissue identification nunber
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whi ch shall serve as a | ot nunber to identify the materi al
during all steps from procurenent through distribution and
utilization. Donor nunber and | ot nunber should be the sane.

(b) Hospital record system--Al Comonweal th hospitals
whi ch obtain or utilize tissue for transplantation shall enploy
a record systemto docunent the novenent of each tissue.

(c) Record systemof other users.--All transplant surgeons
and ot her users which obtain or utilize tissue for
transpl antation shall enploy a record systemto docunent the
novenent of each tissue.
Section 718. Fair and equitable system

Ti ssue banks shall establish and docunent a system of
di stribution. Access to tissue shall be provided wthout regard
to recipient sex, age, religion, race, creed, color or national
origin. Docunentation of distribution (date of requests for,
of fer of and delivery of tissue) shall be available for
exam nation by authorized individuals, including departnent
enpl oyees.

CHAPTER 9
EYE BANK STANDARDS

Section 901. Organizational requirenents.

(a) Fiscal stability and docunentation of service area.--
Each eye bank shall:

(1) Have accounting and other fiscal procedures
necessary to assure the fiscal stability of the organization.
(2) WMake available to the departnent docunentation of

its service area.

(b) Board of directors or advisory board.--The eye bank
shall have an advi sory board which provi des consultation and

direction on all policynmaking decisions as well as issues of

19940H3188B4430 - 51 -



1
2
3
4
5
6
-
8
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30

liability, fiduciary responsibility and sel ection of the agency
director. Were the agency operates within the jurisdiction of
an educational institution, the responsibilities of this board
shoul d not conflict with the responsibilities or span of control
of the duly authorized adm nistrator of the agency.

(c) Staff.--

(1) Each eye bank shall have an agency director who
shall be the individual responsible for the daily operation
of the eye bank. It is this individual's responsibility to:

(i) Carry out the policies of the eye bank's board
of directors, advisory board or other governing body.

(i1i) Determne what tissues are to be procured.

(ti1) Prescribe clinically acceptable nmeans for
processing, quality control, storage and distribution.

(iv) Ensure that the eye bank perfornms only
functions which the eye bank is equipped to perform such
as identification of eye donors.

(v) Act as a liaison between and anpong donors,
physi ci ans and reci pi ents.

(vi) Procure and eval uate eye tissues.

(2) The agency director shall appoint technical staff
and ensure that staff has the appropriate qualifications and
training for the performance of their job responsibilities.
The agency director shall ensure that there are a sufficient
nunber of qualified eye bank technicians and supportive
technical staff to pronptly and proficiently performall eye
bank | aboratory tests and procedures.

(3) The agency director, if not a physician, shal
consult with the nmedical director, as well as other nedical

and |l egal authorities, in carrying out prescribed
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responsi bilities as necessary. The agency director shal
provide all staff nenbers with adequate information to
performtheir duties safely and conpetently.

(4) The agency director shall prescribe tests and
procedures for measuring, assaying or nonitoring properties
of tissues essential to the evaluation of their safety for
transpl antation, for exanple, hepatitis B surface antigen and
human i nmunodefi ci ency virus (H V) antibody, and to conform
with Federal and State | aws and requirenents. Results of al
such tests or procedures, together with eval uati ons based on
t hese findings, shall becone part of the permanent record of
all tissues processed.

(5) Each eye bank shall enploy or have under contract a
Commonweal th 1icensed physician nedical director who provides
i ndirect supervision to all coordinators, technicians and al
ot her staff who assist in the nedical nmanagenent of donors or
in the surgical procurenent of cornea and eyes for
transpl antation or research. The nedical director shall have
denonstrated an expertise in external eye di sease, cornea
surgery or research or teaching in cornea or external
di sease. If the nedical director has not served a corneal
fell owship, the eye bank shall have and docunent a consulting
rel ati onship with an opht hal nol ogi st who has.

(6) A supervisory eye bank technician shall be the
i ndi vi dual responsible for the daily operation of the eye
bank | aboratory. The supervi sory eye bank technician shal
i nsure conpliance with these standards for the eye bank
| aboratory. Each eye bank processing | aboratory nmust have at
| east one certified technician in a supervisory role. An eye

bank technician shall be trained in acquisition, evaluation
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and distribution of eye tissue for transplantation, teaching
and research. A procurenent technician shall be proficient in
screeni ng, procuring and arranging transportation for eye

ti ssue.

(d) Training certification and continui ng educati on. --

(1) An eye bank shall provide an orientation program for
each new technician, and the enployee's participation shal
be docunent ed.

(2) An eye bank shall provide educational opportunities,
such as inservice training prograns, attendance at neetings,
sem nars and workshops for all technical personnel, including
| aboratory supervisors, at a frequency that is defined and
reasonabl e for the size and needs of the technical staff.

(3) To be certified, an eye bank technician nust pass
t he Eye Bank Association of America' s (EBAA) technician
certification exam nation or an approved exam nation
adm ni stered by a departnent of ophthal nol ogy-approved for
residency training in ophthal nol ogy.

(4) To be eligible for certification, the eye bank
techni ci an shall be enployed by an eye bank and shall have at
| east one of the follow ng:

(i) A high school diploma or CGED, plus the EBAA

Techni ci an Trai ning course or Departnent of

Opht hal nol ogy- approved trai ning course, plus one year's

wor k experience in eye banking.

(i) Be a Certified Ophthal m c Technician (COT),

| icensed nedical |aboratory technician or |icensed

vocational /practical nurse, and have six nonth's eye bank

wor k experience, and have conpl eted either the EBAA

Techni ci an Trai ni ng course or the Departnent of
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Opht hal nol ogy training course.

(i) A Bachelor of Science or Bachelor of Arts
degree, or higher, and either the EBAA Techni ci an
Trai ni ng course or the Departnent of Ophthal nol ogy
trai ni ng course.

(iv) Be a nedical technol ogist, physician's
assistant (PA), registered nurse (RN) or Certified
Opht hal m ¢ Technol ogi st (COMIN), and have three nonth's
eye bank work experience.

Section 902. Conmunity invol venment and educati on.

The eye bank shall assist hospitals in establishing and
i npl enmenting protocols for making routine inquiries about tissue
donations by potential donors. The eye bank shall conduct and
participate in education concerning tissue procurenent for
prof essional s and | aypeopl e. The eye bank shall aid the
departnment in the evaluation of the effectiveness of the agency
in acquiring potentially avail able tissue.

Section 903. Quality assurance.

(a) GCeneral rule.--Each eye bank shall have an established
gual ity assurance program This program shall include ongoing
nmoni toring and eval uation of activities, identification of
probl ens and devel opnent of plans for corrective action. These
standards shall provide the basis for devel opnent of the quality
assurance program Each eye bank shall docunent all aspects of
its quality assurance program and mai ntain records of al
qual ity assurance activities for a mnimmof ten years.

(b) Reporting of adverse reactions.--The eye bank's quality
assurance program shall include a nethod for the transplanting
surgeon to report adverse reactions fromthe transpl antation of

corneal, scleral or other ocular tissue to the source eye bank
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which in turn shall forward the adverse reaction information to
t he departnent under section 302.
Section 904. Performance standards.

(a) Performance neasures.--Each eye bank shall denonstrate
proficiency in all aspects of eye banking by annually procuring,
processing and distributing at |east 50 corneas for penetrating
kerat opl asty and provide the departnment with docunentation of
its performance.

(b) Policy required.--Each eye bank shall have a consi stent
policy for the physical inspection of the donor and exani nation
and docunentation of the prospective donor's avail abl e nedi cal
record or death investigation.

(c) Review of records.--Review of all available records on
each donor shall be performed by an individual who is qualified
by profession, education or training to do so and who is
famliar with the intended use of the tissue.

Section 905. Donor selection.

(a) Keratoplasty.--Tissue fromdonors with any of the
following conditions are potentially health threatening for the
reci pient or pose a risk to the success of the surgery and shal
not be offered in the United States for penetrating
ker at opl asty:

(1) Death of unknown cause.

(2) Death fromcentral nervous system di seases of
unknown eti ol ogy.

(3) Creutzfeldt-Jacob disease.

(4) Subacute sclerosing panencephalitis.

(5) Progressive multifocal |eukoencephal opat hy.

(6) Congenital rubella.

(7) Reyes syndrone.
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(8) Active viral encephalitis of unknown origin.

(9) Active septicem a (bacterem a, fungem a or virem a).
(10) Active bacterial or fungal endocarditis.

(11) Active viral hepatitis.

(12) Rabi es.

(13) Intrinsic eye disease:

(1) retinoblastong;

(ii) malignant tunors of the anterior ocul ar
segment ;

(ti1) active ocular or intraocular inflamation
(conjunctivitis, scleritis, iritis, uveitis, vitreitis,
choroiditis or retinitis);

(iv) congenital or acquired disorders of the eye
whi ch woul d preclude a successful outcone for the
i ntended use, for instance, a central donor corneal scar
for an intended penetrating keratoplasty, keratoconus and
ker at ogl obus; or

(v) pterygia or other superficial disorders of the
conjunctiva or corneal surface involving the central
optical area of the corneal button.

(14) Prior intraocular or anterior segment surgery:

(1) refractive corneal procedures, for instance,
radi al keratotomy or lanellar inserts;

(1i) laser photoablation surgery;

(i) anterior segnment surgery, for instance,
cataract intraocular |ens inplant glaucoma filtration;

(iv) laser surgical procedures such as argon | aser
trabecul opl asty, retinal and panretinal photocoagul ation
do not necessarily preclude use for penetrating

ker at opl asty, but should be cleared by the nedical
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di rector.

(15) Active | euken a.

(16) Active dissem nated | ynphonas.

(17) Hepatitis B surface antigen positive donors.

(18) Recipients of human pituitary-derived growth
hornone (pit-hGH) during the years 1963 through 1985.

(19) Human i munodeficiency virus (HV) seropositive
donors.

(20) Acquired i mmunodefici ency syndrone (Al DS)

(21) Children under 13 years of age and infants of
not hers with AIDS or at high risk of HV infection.

(22) Hgh risk for HV infection based on data on Al DS
cases published by the United States Public Health Service,
Centers for Disease Control and as described under section
313.

(23) HTLV-1 or HTLV-11 infection.

(24) Active syphilis.

(25) Hepatitis C seropositive donors.

(b) Lanellar or patch grafts.--Tissue fromdonors neeting
the criteria under subsection (a) shall not be used for |anellar
or patch grafts with the exception that tissue with |ocal eye
di sease affecting the corneal endotheliumor previous ocul ar
surgery that does not conprom se the corneal stromm, for
i nstance, aphakia or iritis, is acceptable for use.

(c) Epikeratoplasty.--Tissue fromdonors neeting the
criteria under subsection (a) shall not be used for
epi kerat opl asty, with the exception that tissue with | ocal eye
di sease affecting the corneal endothelium for instance, aphakia
or iritis, is acceptable for use. Interval of time fromdonor's

death to preservation of eye tissue nay be extended.

19940H3188B4430 - 58 -



© o0 N oo o A~ wWw N P

N ORNN N RN NN N NN R B P B R R R R R
© O N o U~ W N B O © 0 N 0o o M W N B O

30

(d) Surgery.--Tissue fromdonors neeting the criteria under
subsection (a) shall not be used for surgery with the exception
that tissue with |ocal eye di sease affecting the corneal
endot helium for instance, aphakia or iritis, is acceptable for
use. The interval of time fromthe donor's death to preservation
of the scleral/eye tissue may be extended.

(e) Donor age.--To date, no definite relationship has been
establ i shed between the quality of donor tissue and the age of
t he donor. Therefore, the upper and |l ower age limt of donors is
left to the discretion of the nedical director.

Section 906. Method of consent.

Docunent ati on of | egal consent for enucleation or in situ
procurenent is essential for nedical-legal reasons. Consent
procedures and forns nust conformwith 20 Pa.C. S. Ch. 86
(relating to anatomi cal gifts), and docunentation for consent
shal I be retained.

Section 907. Testing.

(a) Standard.--Verification of satisfactory conpliance with
the Col | ege of American Pathol ogists' (CAP) proficiency testing
program shal|l be docunented and made avail able to authorized
i ndi vi dual s, including departnent enpl oyees.

(b) Mcrobiologic culturing.--Culturing of eye bank donor
eyes is advised despite the recognition that positive
bacteriologic results do not necessarily lead to infection.
Presurgical cultures, at-tinme-of-surgery cultures or
postoperative cultures may not correlate and they may not
correlate with a postoperative infection. However, the
responsibility for determning the need for culturing shal

reside with the transplanting surgeon. The foll ow ng shal

appl y:
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(1) Eye banks may elect to performcorneal-scleral rim
cultures at the tinme of corneal preservation in tissue
culture nmedium Positive culture reports shall be reported to
t he receiving surgeon or recipient eye bank.

(2) Each eye bank shall recomrend culturing of the
corneal -scleral rimfor corneal transplantation or a piece of
sclera for scleral inplantation at the tinme of surgery.
Positive culture results in cases of postoperative infection
shall be reported to the eye bank that processed the tissue.
(c¢) Human i mrunodeficiency virus (H V) screening.--

(1) Each eye bank shall have an H V screening program
using United States Food and Drug Adm ni stration (FDA)
approved tests for all donors of surgically designated
ti ssue. A negative screening test shall be docunented prior
to release of tissue for transplantation.

(2) Wen a donor has had a bl ood transfusion within the
48 hours precedi ng cessation of circulatory function, that
i's, a nonheartbeating donor, a pretransfusion sanple shall be
obtained to test for HHV. If a pretransfusion sanple is
unavail able and if the adult donor has received four or nore
units of whole blood or an equivalent within the 48 hours
precedi ng cessation of circulatory function or if a child
under 12 years of age has received any transfusion of bl ood
or nonsterilizable fraction, the donor tissue is unacceptable
for transplantation and shall be considered potentially
hazardous and | abel ed as such.

(d) Hepatitis B screening.--Each eye bank shall have a

28 hepatitis B screening program using an FDA-approved test for

29 hepatitis B surface antigen for all donors of surgically

30 designated tissue. A negative screening test or neutralization
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or confirmatory test nust be docunmented prior to rel ease of
ti ssue for transpl antation.

(e) Hepatitis C screening.--Each eye bank shall have a
hepatitis C screening program usi ng an FDA-approved test for
hepatitis C surface antigen for all donors of surgically
designated tissue. A negative screening test or neutralization
or confirmatory test nust be documented prior to rel ease of
ti ssue for transpl antation.

(f) HTLV-1 and HTLV-11 screening.--Donor screening for HTLV-

I and HTLV-I1 is not required. However, it is recommended that
each eye bank have an HTLV-1 and HTLV-11 screening program |If
donor screening for HTLV-I and HTLV-I11 has been perforned, a

negati ve screening test shall be obtai ned and docunented prior
to rel ease of tissue for transplantation.

(g) Syphilis screening.--Donor screening for syphilis is not
requi red. However, it is recomended that each eye bank have a
syphilis screening program If the screening test is perforned
and it is positive, a negative confirmatory test shall be
obt ai ned and docunented prior to rel ease of tissue for
transpl ant ati on.

Section 908. Docunentation of donor information.

(a) Donor record.--Donor screening fornms or copies of
medi cal charts, nedical exam ner or coroner review fornms and
gross autopsy results shall be conpleted and retained on al
donated eye tissue as part of the donor record.

(b) Donor information formns.--Donor information forns shal
contain information regarding the circunmstances surrounding the
deat h of the donor and nedical history so that the suitability
of the tissue for transplantation nay be eval uat ed.

(c) Mninmuminformation to be retained.--A report formfor
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(1) The eye bank identification nunber that

retai ning donor and recipient information shall be established

record and shall be readily accessible for

i nspection by authorized individuals, including departnment

enpl oyees. The record shall include the follow ng m ninmm

is unique to

each tissue graft.
(2) The nanme of the eye bank.
(3) The location of the eye bank.
(4) The tel ephone nunber of the eye bank.
(5) The type of preservation.
(6) The age of the donor.
(7) The cause of death.
(8) The death date and tine.

(9) The enucleation or in situ procurenment date and

The preservation date and tine.

The slitlanp report.

Specific mcroscopy, if perforned.

The nane of the enucl eator/eval uator/technician.
The nane of the surgeon receiving the tissue.
Reci pi ent identification.

Utilization of nontranspl antabl e tissue.

Al'l serological or mcrobiological tests perforned.
Adverse reactions, when reported.

h of storage.--All records shall be maintained for

ten years fromthe date of transplantation or

Facilities and equi pnent.
ities generally.--Each eye bank shall have
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sufficient space, equipnent and supplies to performthe vol une
of | aboratory services with optiml accuracy, efficiency,
sterility, tinmeliness and safety.

(b) Laboratory.--The |aboratory shall be a separate area
with limted access in which activities directly related to eye
banki ng are carried out. The |aboratory shall have a sink with a
drain and running water. There shall be adequate counter space
for preparation of donor material. The room including walls,
fl oor and sink, shall be kept clean at all tines. Appropriate
docunent ati on of regular | aboratory cleaning schedul es shall be
mai nt ai ned.

(c) Equipnent.--Each eye bank | aboratory shall have an
adequate stable electrical source and a sufficient nunber of
grounded el ectrical outlets for operating | aboratory equi pnent.
Lam nar flow hoods or a simlar piece of equipnent shall be
avai l abl e for sterile processing.

(d) Refrigeration.--Each eye bank | aboratory shall have a
refrigerator with a device for recording tenperature variations.
Tenperature variations shall be recorded daily and remain within
the range of two degrees to six degrees Cel sius. These records
shall be kept for a mninmm of seven years. The refrigerator
shal | be maintained for the exclusive use of donor-rel ated
mat erial and shall contain clearly defined and | abel ed areas for
all tissue stored, that is, quarantined tissue, surgical tissue
awai ting distribution and research tissue.

(e) Power failures.--1n the event of a power failure, there
shall be a procedure for imrediate notification and action to be
taken and i ncludes an energency power supply to maintain
essential refrigeration.

(f) Maintenance records. --Appropriate mai ntenance and
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certification records shall be nmaintai ned on each piece of
equi pnent. These records shall show dates of inspection,
per formance eval uati ons and any mai nt enance procedures or
repairs perforned.

(g) deaning procedures.--The eye bank shall include inits
procedures manual the nonitoring, inspection and cleaning
procedures and schedul es for each piece of equipnment. Docunented
cl eani ng schedul es for | aboratory equi pment shall be mai ntai ned.

(h) Expiration dates.--All sterilized instrunents, supplies
and reagents, such as corneal preservation nedium shall contain
expiration dates that are current at all tines.

(1) Length of storage.--All maintenance records shall be
kept for ten years.

Section 910. Satellite |laboratories.

Satellite | aboratories that procure, process and distribute
ti ssue shall have a certified technician and be supervised by
and have access to a qualified nedical director or designee.
Satellite | aboratories shall be inspected by depart nent
enpl oyees as part of the |licensing process for the parent eye
bank.

Section 911. Procurenent and processing procedures.

(a) Enucleation procedure.--Utinmate responsibility for
personnel to perform enucleation rests with the agency director
and the nedical director.

(b) In situ and | aboratory renoval of the corneoscleral
rim--Renoval of the corneoscleral rimshall be performed using
sterile technique by individuals specifically trained in situ
procurenent or |aboratory renoval of the corneoscleral segnent.

(c) Use of preservation nedium--Eye banks shall use an

appropriate corneal storage medi um whi ch has been manufact ured
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in accordance with United States Food and Drug Adm ni stration
good nmanufacturing practices. The nedium shall be used and
stored according to the manufacturer's reconmendati ons for
tenperature, date and other factors.

(d) Long-term preservation.--Eye banks enpl oying | ong-term
preservation of corneal tissue, such as organ culturing, shal
careful ly docunent the procedure in their procedures manual and
adhere to strict aseptic technique.

(e) Wole globe preservation.--Eye banks that store whole
eyes for lamellar or refractive keratoplasty shall enploy
aseptic practices using one of the preservation nmethods given in
t he eye bank's procedures manual. The sel ected preservation
nmet hod shall be docunented in the eye bank's own procedure
manual .

(f) Scleral preservation.--

(1) Eye banks shall preserve scleral tissue. The
sel ected preservation nmethod shall be docunented in the eye
bank's own procedure manual .

(2) An expiration date for use of tissue shall be

i ndi cated based on the container capability or factors

docunent ed or recommended by the eye bank.

(g) Interval between death, enucleation, procurenent and
preservation.--Acceptable tinme intervals fromdeath, enucleation
or procurenent to preservation of eye tissue may vary according
to the circunstances of death and interimmnmeans of storage of
the body. It is generally reconmended that corneal preservation
occur as soon as possible after death. Al tine intervals, that
is, time of death to the tine of enucleation and preservati on or
the tinme to corneal procurenment, shall be recorded for each

donor.
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(h) Eye nmintenance prior to enucleation.--The prospective
donor's corneal integrity shall be maintained. Procedures for
eye mai ntenance shall be described in the eye bank's procedures
manual . Each i ndi vidual eye bank's procedure is left to the
di scretion of the medical director and shall be clearly
docunent ed and adhered to.

(i) Review of donor nedical history.--Prior to distribution
of tissue for transplantation, the nmedical director or designee
shall review and docunent the nedical and | aboratory infornmation
in accordance with nedi cal standards.

(j) Nonsurgical donor tissue.--1f donor tissue provided for
pur poses other than surgery, for instance, research or practice
surgery, and if that donor tissue is not screened for hunman
i mrunodeficiency virus (H'V), hepatitis or syphilis, a |abel
stating that screening for H V-antibody, hepatitis B, hepatitis
C or syphilis has not been carried out or stating "Potentially
Hazar dous Bi ol ogical Material" shall be attached to the
cont ai ner used for the donor tissue storage or transport.
Section 912. Ti ssue eval uati on.

(a) GCeneral rule.--The transplanting surgeon has ultimte
responsibility for determning the suitability of the tissue for
transpl ant ati on.

(b) Goss exam nation.--The corneal -scleral segnment shall be
initially exam ned grossly for clarity, epithelial defects,
foreign objects, contam nation and scleral color, for exanple,

j aundi ce.

(c) Slitlanp exam nation.--The cornea shall be exam ned for
epithelial and stromal pathology and in particul ar endotheli al
di sease. Enucl eat ed whol e gl obes shall be exami ned in the

| aboratory prior to distribution or corneal procurenent. After
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corneal procurenent, the corneal-scleral rimshall be eval uated
by slitlanp biom croscopy, even if the donor eye has been
examined with the slitlanp prior to procurenent of the corneal -
scleral rim to insure that danage to the corneal endothelium or
surgi cal detachnent of Descenet's nenbrane did not occur.

(d) Specul ar m croscopy. --Specular m croscopy may provide
useful information in screening donor corneal tissue to
determne suitability for transpl antati on.

Section 913. Storage.

Al'l surgical tissue shall be stored in quarantine until
results of human i nmunodeficiency virus (H V), HBsAg and HCV and
any ot her rel evant donor screening tests have been recorded as
nonreactive. Al tissue shall be stored at a tenperature
appropriate to the nethod of preservation used. Each eye bank
shall precisely docunent its procedures for storage.

Section 914. Docunentation of recipient information.

Each eye bank shall retain recipient information on each
surgically used tissue as provided by the transpl anting surgeon
for a period of ten years.

Section 915. Confidentiality.

The eye bank shall have a procedure for ensuring the
confidentiality of patient records. Information fromor copies
of records may be released only to appropriate staff, the
medi cal exam ner or coroner and to authorized depart nment
enpl oyees. The eye bank nust ensure that unauthorized
i ndi vi dual s cannot gain access to or alter patient records.
Original medical records nay be rel eased by the eye bank only in
accordance with applicable Federal or State | aws, court orders
or subpoenas.

Section 916. Labeling.
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(a) Visual inspection.--A sufficient area of the container
shall remain unobstructed for its full length or circunference
when the | abel has been affixed to the container to permt
i nspection of the contents.

(b) Label contents.--Each corneal or scleral tissue shall be
clearly and indelibly |abeled to include, at |east, the
fol | ow ng:

(1) The nane of the source eye bank.
(2) The tissue identification nunber.
(3) The type of tissue.
(4) The date and tine of the donor's death.
(5) The date and tinme of the corneal/scleral
preservati on.
(6) The expiration date for the scleral tissue.
(7) A statenent acconpanying the tissue, stating that:
(i) the tissue is intended for single patient
application only and that it is not to be considered
sterile and that the United States Food and Drug
Adm ni stration (FDA) therefore recomrends culturing or
recul turing; and
(ii) the tissue was procured forma donor who was
nonreacti ve when tested for human i nmunodefi ci ency virus
(H'V) antibody, hepatitis B surface antigen (HBsAg) and
hepatitis C anti body (HCV), using a test approved by the
FDA.
Section 917. Packagi ng.

(a) Procedure.--Each tissue shall be individually packaged
and sealed with a shrink wap. The tissue shall be packed in a
wat er proof container with wet ice, so as to maintain the

tenperature of the tissue at an acceptable |evel. Packing shal
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be done so that the package insert and tissue |abel do not
become wet. Special instructions shall be included on the
package insert.

(b) Package insert.--A package insert formshall acconpany
the tissue for transplantation. This formshall include the
fol | ow ng:

(1) Reconmended storage tenperature with specific
enphasi s on "DO NOT FREEZE. "

(2) A recommendation that the surgeon should check for
integrity of the seal and inmmediately report to the eye bank
any evi dence of possible tanpering.

(3) Notice that color change per the manufacturer's
gui del ines may indicate a change in pH, in which case the
ti ssue should not be used and a report nade inmmediately to
t he eye bank.

(4) Information as to whether presurgical mcrobiologic
cultures were performed by the eye bank, including the
advi senent that culture of the donor rimand sclera should be
performed at the time of surgery.

(5) An advisory to the receiving surgeon that the
tissues are delivered with no warranty as to nerchantability
or fitness for a particular purpose and that the receiving
surgeon is ultimtely responsible for judging if the tissue
is suitable for use.

Section 918. Verification of death.

Where applicable, the eye bank shall assure that death has
been determ ned in accordance with the act of Decenber 17, 1982
(P.L.1401, No.323), known as the Uniform Determ nati on of Death
Act, and docunented in the donor's nedical record.

Section 919. Fair and equitable system
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Eye banks shall establish and docunment a system of
di stribution. Access to tissue shall be provided wthout regard
to recipient sex, age, religion, race, creed, color or national
origin. Docunentation of distribution (date of requests for,
of fer of and delivery of eye tissue) shall be available for

exam nation by authorized individuals, including departnent

enpl oyees.
CHAPTER 11
| NSPECTI ONS AND PLAN OF CORRECTI VE ACTI ON
Section 1101. Inspections and investigations.

The departnent shall nake or cause to be nade unannounced
i nspections and investigations:
(1) To assure conpliance with the standards.
(2) To evaluate the accrediting process of professional
or gani zati ons.
(3) To respond to witten conplaints submtted to the
depart nment.
Section 1102. Inspections and plans of correction.

The departnent shall conduct a licensure inspection of all
agencies every two years to assure conpliance with the general
standards in Chapters 3, 5, 7 and 9, as appropriate. Al
deficiencies to the standards will be submitted in witing to
t he agency by the departnment. Wthin ten working days of witten
notification by the departnment, the agency shall submt to the
departnent for approval a witten plan of correction, including
atine table when corrections will be made. At the term nation
of an approved plan of correction, the departnent shall conduct
a second inspection to determ ne agency conpliance with the
standards. |If an agency fails to correct the deficiencies noted

in the plan of correction, the departnment shall take action
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under Chapter 17.
Section 1103. Departnental action and plan of correction.

If, as the result of an inspection in response to a
conpl aint, the departnent determ nes that an agency is out of
conpliance with this act, the departnent shall take action under
Chapter 17. In addition, the agency shall submt a plan of
correction to the departnent for approval. If the agency remains
out of conpliance with the requirenents of this act upon
conpl etion of the plan of correction and subsequent inspection
by the department, further action as defined under Chapter 17
may be taken.

CHAPTER 13
REPORTI NG REQUI REMENTS
Section 1301. Financial statenent.

Each agency licensed by the departnment shall subnmit to the
department an annual audited financial statenment, signed by the
agency director or the agency's board president. The annual
audi ted financial statenent shall be submtted to the departnent
no later than six nonths after the end of the agency's nost
recently conpleted fiscal or operational year and within 30 days
of receipt by the agency.

Section 1302. Organ and tissue procurenment, distribution and
revenues.

Each agency shall submt to the departnent the data descri bed
under section 319. Data shall be submtted annually. Data shal
be submtted to the departnment within 30 days of the agency's
recei pt of its annual audited financial statenent as descri bed
under section 1301.

CHAPTER 15
ADVERSE REACTI ONS
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1 Section 1501. Adverse reactions generally.

2 Each agency shall inform physicians and hospital personnel
3 involved in the transplantation of organs, tissues and eyes of
4 policies and procedures regarding the reporting of adverse

5 reactions to agencies.

6 Section 1502. Notification of adverse reaction.

7 In accordance with section 315, each agency shall, upon

8 notification of an adverse reaction by a transplanting physician
9 or hospital

10 (1) Imediately notify the departnent of a report of
11 adverse reaction.

12 (2) Immediately suspend distribution of grafts com ng
13 fromthat donor

14 (3) Initiate an investigation to determ ne whether or
15 not the adverse reaction was due to the donor organ or

16 ti ssue.

17 (4) Submt a report of adverse reaction required under
18 section 315.

19 Section 1503. Follow up procedures.
20 Wiere it is determ ned that the adverse reaction was due to
21 the donor organ or tissue, each agency shall institute recal
22 procedures in accordance with section 316 and | ook-back
23 procedures in accordance with section 317.
24 CHAPTER 17
25 DENI AL, REVOCATI ON OR SUSPENSI ON
26 OF LI CENSE AND FI NES
27 Section 1701. General standards.
28 The departnent may deny, revoke or suspend a |icense or
29 inpose a fine of not nore than $500 per day per violation for

30 any of the follow ng actions:
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(1) Mking fal se statenents on an application or on any
docunent associated with |icensure.

(2) Advertising false services or credentials.

(3) Failing to pay within 30 days of assessment trust
fund assessnments in accordance with section 1904.

(4) Failing to correct deficiencies within the tine
required by the departnent.

(5) Failing to submt an annual income statenent and
annual data on organ and tissue procurenent, distribution and
revenues specified under section 319.

(6) Failing to informthe departnent of an adverse
reaction or failing to conply with all provisions of Chapter
15.

(7) Operating an agency which retrieves tissues or eyes
in this Comopnweal th but does not distribute tissues or eyes
to the citizens of this Comobnweal t h.

(8) Violating or aiding and abetting in the violation of
any ot her provision of this act.

(9) Violating an agency noratorium as descri bed under
section 1708.

Section 1702. Denial of I|icense.

In addition to the reasons under section 1701, the departnent
may deny a license to an applicant who owns or operates an
agency which, during the 12 nonths prior to the application for
a license, has had a |icense revoked under section 1701, had a
nor at ori um i nposed on agency activities, had injunction
proceedings initiated against it or had a receiver appoi nted.
Section 1703. Determ nation of action to be taken.

In determining if a sanction, including a fine, is to be

i nposed and in determning the ternms of the action, the
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departnment shall consider the foll owi ng factors:

(1) The gravity of the violation, including the
probability that death or serious physical harmw || result
or has resulted, the severity of the potential harm and the
extent to which the provisions of the applicable | aw or
regul ati ons were viol at ed.

(2) Actions taken by the owner or administrator to
correct violations.

(3) Any previous violations.

(4) The financial benefit to the facility of commtting
or continuing the violation.

Section 1704. Notice to agency.

When departnent action is taken agai nst an agency, the
departnent shall inmmediately serve the agency with witten
notice of the action by personal service or registered or
certified mail, return receipt requested. This notice shal
state the foll ow ng:

(1) The reasons for the action.

(2) The ternms of the action, including the daily anount
of any fine.

(3) The period of the action.

Section 1705. Review of departnent action.

Each agency receiving a witten notice of departnent action
has the right to appeal. Procedures for appeal and hearing shal
be in accordance with 2 Pa.C. S. (relating to adm nistrative |aw
and procedure).

Section 1706. Actions taken subsequent to hearing.

If, as a result of a hearing, an action taken by the

departnment is upheld, the action shall be imediately inposed

and, in the case of a fine, the violator shall pay the fine plus
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interest for each day beyond the date set by the departnent for
paynment of the fine.
Section 1707. Reapplication procedures.

Fol | owi ng denial or revocation of a |license, an agency shal
be permtted to reapply for a license in accordance with the
provi si ons of section 301.

Section 1708. Moratorium on agency activities.

The departnent may inpose a noratoriumon all or selected
agency activities which the departnent determnes to be a
potential threat to the health, safety or welfare of the public.

CHAPTER 19
ORGAN AND TI SSUE PROCUREMENT AND
TRANSPLANTATI ON ADVI SORY BOARD
Section 1901. Organ and Ti ssue Procurenment and Transpl antation
Advi sory Board.

There is hereby established the Organ and Ti ssue Procurenent
and Transpl antati on Advi sory Board which shall consist of 14
menbers who are appointed by and shall report directly to the
Secretary of Health. The nenbership nust be regionally
di stributed and shall include the follow ng:

(1) Two representatives who have expertise in vascul ar
organ transpl ant surgery.

(2) Two representatives who have expertise in vascul ar
organ procurenent, preservation or distribution.

(3) Two representatives who have expertise in
nmuscul oskel etal tissue transplant surgery.

(4) Two representatives who have expertise in
nmuscul oskel etal tissue procurenent, processing or
di stri bution.

(5) One representative who has expertise in eye and
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cornea transpl ant surgery.

(6) One representative who has expertise in eye and
cornea procurenent, processing or distribution.

(7) One representative who has expertise in bone marrow
procurenent, processing or transplantation.

(8) One representative fromthe Pennsylvania Pediatric

Soci et y.

(9) One representative fromthe Pennsyl vani a Soci ety of

Pat hol ogi sts who has expertise with regard to infectious

di seases.

(10) One representative who is a nedical exam ner or
coroner.
Section 1902. Conpensation and ternms of office of board
menbers.

The advi sory board nenbers may not be conpensated for their
servi ces, except that they may be reinbursed for their travel
expenses. Menbers of the board shall be appointed for three-year
ternms of office, except that, initially, five nmenbers shall be
appoi nted for one-year ternms, four nenbers shall be appointed
for two-year ternms and four nenbers shall be appointed for
t hree-year terns.

Section 1903. Advisory board duties.

The advi sory board in consultation with the agencies shall:
(1) Assist the departnent in the devel opnment of
necessary professional qualifications, including, but not

l[imted to, the education, training and perfornmance of

persons engaged in the various facets of organ and tissue
procurenent, processing, preservation and distribution for
transpl ant ati on.

(2) Assist the departnment in nonitoring the appropriate
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and |l egiti mte expenses associated with organ and tissue

procurenent, processing and distribution for transplantation

and devel opi ng et hodol ogi es to assure the uniform Statew de
reporting of data to facilitate the accurate and tinely

eval uation of the organ and tissue procurenent and

transpl antati on system

(3) Develop with and recommend to the departnent the
necessary procedures and protocols required to assure that
all residents of this Commonweal th have fair access to
avai |l abl e organ and tissue transplantation therapy and that
residents of this Conmonweal th can be reasonably assured that
the Statew de procurenent transplantation systemw || be able
to fulfill their organ and tissue requirenents within the
limts of the avail able supply and according to the severity
of their nmedical condition and need.

(4) Develop with and recommend to the departnent any
changes to the laws of this Comonweal th or admnistrative
rul es or procedures required to assure that the Statew de
organ and tissue procurenment and transplantation systemw ||
be able to function snmoothly, effectively and efficiently and
in a manner which assures the residents of this Comobnweal t h
that no person or entity profits fromthe altruistic
vol untary donation of organs or tissues.

Section 1904. Organ and Ti ssue Procurenent Trust Fund.

(a) Assessnent of fees.--The departnent shall assess annual
fees to be used for the licensure programand the advi sory board
in the foll owing anobunts, which shall not exceed $35, 000 per
or gani zati on:

(1) Each general organ procurenent organization shal

pay the greater of $1,000 or 0.5%of its total revenues
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produced from procurenent, processing or distributing

activity in this Comonwealth by the |licensee during its nost

recently conpleted fiscal year or operational year.

(2) Each tissue bank shall pay the greater of $1,000 or
0.5%of its total revenues from procurenent, processing or
distributing activity in this Comonwealth by the |icensee
during its nost recently conpleted fiscal year or operational
year.

(3) Each eye bank shall pay the greater of $500 or 0.5%
of its total revenues produced from procurenent, processing
or distributing activity in this Cormonwealth by the |icensee
during its nost recently conpleted fiscal year or operational
year.

(b) Organ and Ti ssue Procurenent Trust Fund.--There is
created the Organ and Ti ssue Procurenent Trust Fund in the State
Treasury, into which the proceeds fromfees nust be deposited.
Moneys in the trust fund nust be used exclusively for the
i npl enentation, adm nistration and operation of the licensure
program and the advi sory board.

(c) Applicability.--This section applies to organs, tissues
or eyes which are initially procured within this Conmonweal th or
in another state and brought into this Commonweal th for
processing, distribution or transplantation.

Section 1905. Assessnent deadlines.

The departnent shall issue annual assessnments to each agency
on or before June 30 of each year. Each agency nust pay its
annual assessnent by the close of business on July 31 of each
year.

CHAPTER 21
M SCELLANEQUS PROVI SI ONS
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1 Section 2101. Procurenent of cadaveric organs for transplant by
2 out - of - St at e physi ci ans.

3 Any physician currently |licensed to practice nedicine and

4 surgery in the United States may surgically procure in this

5 Commonweal th cadaveric organs for transplant if:

6 (1) the organs are being procured for an out-of-State
7 patient who is listed on the Organ Procurenent Transpl ant

8 Net wor k as having next priority; and

9 (2) the organs are being procured through the auspices
10 of an organ procurenent organization licensed by this
11 Commonweal t h.
12 Section 2102. Effective date.
13 This act shall take effect in 60 days.
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