HOUSE AMENDED

PRI OR PRI NTER S NOS. 1283, 2045 PRINTER S NO. 2163

THE GENERAL ASSEMBLY OF PENNSYLVANIA

SENATE BILL
No. 1103 *5h”

| NTRODUCED BY HI LL, MESSI NGER, OESTERLI NG M CREESH, FRAME,
DWER AND GOCD, OCTOBER 12, 1971

AS AVENDED ON SECOND CONSI DERATI ON, HOUSE OF REPRESENTATI VES,
OCTOBER 4, 1972
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AN ACT

Def i ni ng bl ood banks, serum exchanges, bl ood bank depositories;

bl ood fractioni zati on and bl ood products operation;

regul ati ng the operations of sane; requiring such

organi zations to obtain licenses to engage in these
activities; requiring mniml standards of operation and
qual i fications of supervising personnel; inposing certain
duties upon the Departnment of Health; establishing a blood
bank advi sory commttee and providing penalties.

WHEREAS, A small nunber of inconpetent operations of bl ood

banks, and inproper transfusion of blood or injection of blood

products coul d endanger the health and lives of the citizens of

t he Commpbnweal t h; and

WHEREAS, Properly qualified persons of scientific background

are required for adequate supervision of all phases of bl ood
banki ng, transfusion, blood fractionization, and associ at ed
activities in order to protect the health and lives of the

public; and

WHEREAS, Adequate facilities, equipnent, and procedures are

vital to the safe operation of blood banks and rel ated

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

Section 1. Short Title.--This act shall be known and may be
cited as the "Pennsylvani a Bl ood Bank Act."

Section 2. Declaration of Public Policy.--The public policy
of this Commonwealth is to safeguard the health and well - bei ng
of the citizens of this State with reference to the use of bl ood
and bl ood products in the treatnment of many human di seases, as
well as its use in the treatnent of injuries resulting from
casualties or disasters. Use of blood and bl ood products in this
manner has increased to such proportions that, in the public
interest, there is need for establishing Statew de m ni num
standards for the control and |licensing of the activities of
bl ood banks. It is declared that the purpose of this act is to
provi de for the better protection of public health (i) through
t he devel opnent, establishnent, and enforcenent of standards to
establish, equip, nmaintain and conduct a suitable programto
col |l ect, process, store and distribute whole hunman bl ood, and
t he various human bl ood derivatives PREPARED FROM SI NGLE UNI TS <—
OF WHOLE BLOOD by the licensing of blood banks, (ii) by
providing qualifications for the personnel of such bl ood banks
and (iii) by insuring that the procedures performed by bl ood
banks are perfornmed with a high degree of scientific and
prof essi onal conpetency. This act shall be liberally construed
to carry out these objects and purposes.

Section 3. Definitions.--As used in this act:

(1) "Act" neans this act and any rule or regul ati on adopted
her eunder .

(2) "Person" neans any natural person, partnershinp,

associ ation, corporation, institution, agency, or other simlar
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type entity.

(3) "Blood bank"” neans any place, organization, institution
or establishnent that is operated wholly or in part for the
pur pose of obtaining, storing, processing, preparing for
transfusing, or selling human bl ood or parts or fractions of
SI NGLE bl ood UNI TS or products derived from bleed SI NGLE BLOOD <—
UNI TS, whet her such procedures are done for direct therapeutic
use or for storage for future use of such products, and whet her
a place, organization, institution, or establishnment is operated
on a charitable, comrercial, or nonprofit basis.

(4) "Departnment” neans the Departnment of Health of the
Commonweal t h of Pennsyl vani a.

(5) "Secretary" nmeans the Secretary of the Departnent of
Heal t h of the Comonweal th of Pennsyl vani a.

(6) "Blood product” nmeans any part or fraction of SINGLE <—
UNI TS OF whol e human bl ood, or any naterial derived from SINGLE <—
UNI TS OF such bl ood which is subsequently adm nistered to human
subj ect s.

(7) "Collection" neans the obtaining of blood by the
bl eedi ng of donors by a phl ebotony or plasnmapheresis.

(8) "Processing"” neans the standards governing the techni cal
procedures required to prepare and identify the blood as to its
suitability for transfusing, including the performance of tests
to screen out any communi cabl e di seases.

(9) "Storage" neans the holding of blood in connection with
col l ection or processing prior to the distribution of
t ransf usi on.

(10) "Distribution" nmeans the renoval of blood froma bl ood
bank to any other |ocation for processing or storage for the

pur pose of providing the blood for therapeutic or prophylactic
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pur poses.

(11) "Licensee" nmeans a person holding a |icense under the
provi sions of this act.

(12) "Screening of donors" neans the eval uation of
prospective donors by the bl ood bank to determ ne the
acceptability of the donor's past nedical history, present state
of health and indicated |aboratory studies.

Section 4. Facilities.--The prem ses and equi pnent used by
any bl ood bank shall neet mnimal requirenments determ ned by the
secretary. This shall include storage provisions, tenperature
controls, laboratory testing and controls for the proper
exam nation and eval uati on of bl ood and bl ood products,
condi tions of obtaining and adm ni stering blood and bl ood
products, and safety factors such as construction, and
preservation of sterile operating procedures where essential.

Section 5. Records.--(a) Al records and files shall be
mai ntai ned in a standardi zed nanner designated by the
departnment. The department will nake every effort to insure that
they do not require duplicate records of blood banks.

Coordi nation shall be made with existing prograns requiring
records.

(b) The departnment shall establish a central registry of
bl ood donors who have a history of hepatitis or have tested
positive for Australian antigen.

(c) A copy of the blood donor registry shall be sent to
every bl ood bank within two nonths of their Iicensing and each
bl ood bank shall be notified periodically to update this I|ist,
at |least once a year.

Section 6. Direction and Supervision.--A blood bank must be

under the direction of a qualified person who has specific
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experience in the field of blood bank operations, hematol ogy and
i mmunohemat ol ogy.

Any procedures involving the service of transfusing or
i njecting of blood or blood products into humans nust be under
t he supervision of a nedical director who has experience and/ or
training which is acceptable to the departnment. The nedi cal
director may al so serve as the director of the blood bank if
qualifications are suitable. Anytine blood is being obtained
froma human donor, a physician nust be available who is
licensed to practice nedicine in the Cormonweal t h of
Pennsyl vani a.

Section 7. Application for Licenses.--All persons now
operating or hereafter desiring to operate a bl ood bank shal
make witten application to the departnent for a license to
operate, which application shall be acconpanied by a fee. For a
bl ood bank participating in a voluntary inspection program
outlined in section 13, the fee shall be fifty dollars ($50) per
year. For all blood banks not participating in a voluntary
i nspection program approved by the departnment the fee shall be
two hundred dollars ($200). A separate fee shall be charged for
each permanent bl ood bank | ocati on.

Section 8. Contents of Application.--The application shal
contain at |east the foll ow ng:

(1) The nane and | ocation of the bl ood bank.

(2) Nane and address of the person owning the bl ood bank.

(3) Nane and address of the person operating the bl ood bank.

(4) Education and experience of all persons having
directoral, supervisory, or technical duties in the bl ood bank.

(5) Description of physical facilities, |ocation, equipnent,

sources of materials, and nethods of storage and distribution of
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products.

(6) Description of all technical procedures in the routine
operations for which license is to be issued.

(7) Such additional information as the departnent may
require by rule and regul ati on.

A standard form shall be established by the departnent for
t he application.

Section 9. Investigation by the Departnent.--Upon filing of
application for license, the departnment shall investigate al
facts set forth in the application.

Section 10. Inspection.--The departnent shall inspect the
prem ses and facilities of all applicants before issuance of
Iicense, and at any subsequent tine deemed necessary, such
i nspection to include all matters pertaining to the operation of
t he bl ood bank as defined by this act.

No notice shall be given to the bl ood banks prior to
i nspections that followthe initial |icensing inspection. Al
bl ood banks shall be inspected at |east annually by the
departnment. This annual inspection can be waivered by the
department when the bl ood bank is conplying with section 13 of
this act.

Section 11. Licensing.--(a) No person shall hereafter
operate or conduct a blood bank in this Commonweal th unl ess duly
licensed by the secretary under the provisions of this act. The
license required by this act shall be in addition to any other
license or permt required by any |ocal board of health or other
body exercising the powers of such a board in this Conmonweal t h.

(b) The department shall issue a license to the applicant to
operate a bl ood bank to provide the service and program

described in the application if the departnment is satisfied that
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the applicant has conplied with the provisions of this act and
the rules and regul ati ons adopted by the departnent pursuant to
this act. Any person who has conducted or maintained a bl ood
bank prior to the effective date of this act may, until action
has been taken on such application by the departnent, continue
in operation if applications are nade for a |icense within one
hundred ei ghty days after the effective date of this act.

(c) A license shall expire one year after the date of
i ssuance unl ess renewed. Licenses may be renewed in the sane
manner and subject to the sanme conditions as the issuance of the
original license and upon paynent of a renewal application fee.

(d) If any major change in the program or services,

i ncl udi ng the discontinuance of substantial services of the
bl ood bank are made, the changes shall be registered with the
departnment within thirty days.

(e) Each bl ood bank nmust have a license. A single |icense
nmust be obtained for each | ocation of a blood bank even though
several bl ood banks or |ocations may be supervised by the sane
director. A license shall be valid only in the hands of the
person to whomit is issued and shall not be a subject of sale,
assignment, or transfer, voluntary or involuntary, nor shall a
license be valid for any prem ses other than that for which
i ssued. However, a new |license nay be secured for a new
| ocation, or owner prior to the actual change, provided that the
contenpl ated change is in conpliance with the provisions of this
act and the rules and regul ati ons adopted by the depart nent
pursuant to this act.

Section 12. Contents and Signing of License.--The |license
shall contain at |east the foll ow ng:

(1) Nane and address of the bl ood bank.

19710S1103B2163 - 7 -
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(2) Nane and address of owner.

(3) Nane and address of the person responsible for operation
of bl ood bank.

(4) Any specific limtations of permt as may be determ ned
by rul e and regul ati on.

(5) Signature of the secretary.

Any person maintaining a blood bank shall display in a
prom nent place in his establishnment the current |icense issued
to himby the departnent.

Section 13. Performance and Eval uation. --Each bl ood bank
shall neet one or nore of the follow ng requirenments once each
year:

(1) Hold a currently valid Federal |license to operate a
bl ood bank and neet any additional requirenents determ ned by
t he departnent.

(2) Participate in and be accredited under an eval uation
program as conducted by agenci es, approved by the departnent,
providing the results of such evaluation are on file with the
departnment, and neet any additional requirenents determ ned by
t he departnent.

(3) Participate in an evaluation by the departnent according
to provision to be established by rule and regul ati on.

Section 14. Rules and Regul ations. --The departnent shal
with the advice of the Blood Bank Advisory Committee establish
rul es and regul ations for the standards and specific
requi renents for operation of blood banks including, but not
limted to:

(1) Facilities.

(2) Proficiency evaluation of testing procedures.

(3) Standards for collection, processing, storage,
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di stribution and proper conduct of the blood transfusion service
of bl ood and bl ood products.

(4) The identification and screening of donors.

(5) Qualifications for director of and personnel enployed in
a bl ood bank.

(6) Restrictions upon the use of bl ood donors.

(7) A systemof identifying the donor of the blood and bl ood
donated at all tinmes including after the bl ood has been
adm nistered to the recipient.

(8) The departnment shall set guidelines for the |ocation of
bl ood banks in order to avoid areas of high risk where there are
high | evel s of hepatitis or other diseases transferred by bl ood
t ransf usi ons.

(9) Help communities establish a systemfor determning the
inventory of blood in all blood banks and the coordi nation of
the distribution of blood and bl ood products for the purpose of
reduci ng wast age.

(10) The departnent shall help comrunities establish and
devel op vol unteer bl ood donor prograns. This will include advice
and assistance in public education and the organizati onal
structure of these prograns.

(11) The departnent shall establish standards for bl ood
shi pped into the Commonweal th, which is collected outside the
St ate.

(12) The departnent shall nake a major effort to insure that
its rules and regul ati ons governi ng bl ood banks are coordi nat ed
with and do not conflict with existing State or Federal |aws.

Section 15. Statenent of Gounds for Denial of License.--If
t he departnent does not, within six nonths after filing of the

application, issue a license, it shall state the grounds and
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1 reason for its refusal, in witing, with a copy to the

2 applicant.

3 Section 16. Hearings and Appeals.--If an applicant is

4 refused a license, as provided in section 15 of this act, the

5 applicant may request and receive a hearing before the

6 secretary, if such request is made within thirty days after

7 receiving notice of denial.

8 Section 17. Revocation of License.--Any license issued in

9 accordance with the provisions of this act may be suspended or
10 revoked by the departnent for a violation of any of the

11 provisions of this act or of the rules and regul ati ons adopt ed
12 by the departnment pursuant to this act. Before the departnent
13 suspends or revokes a license, it shall provide witten

14 notification to the |icensee or applicant. Such notification

15 shall specify the reason for revocation or suspension, and

16 indicate a tinme and place for a hearing on the matter, to be

17 held within thirty days of notification. Any person aggrieved by
18 the action of the departnment in refusing to renew a |license, or
19 by suspension or revocation of |icense, or by any other action
20 of the departnment may appeal from such action in witing to the
21 Comonweal th Court. No such appeal shall act as supersedeas
22 except on special allowance of the court before which the appeal
23 is pending.
24 The departnent shall have the power and authority and it
25 shall be its duty to enter and inspect, with no prior notice,
26 any bl ood bank and to make such investigations of the prem ses
27 and the books and records as is reasonably necessary to carry
28 out the provisions of this act and the regul ati ons adopt ed
29 pursuant to this act.
30 Section 18. Injunction.--(a) Wenever the departnent shal
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have refused to grant or renew a |icense, or shall have revoked
or suspended a license required under this act to operate or
conduct a bl ood bank, or shall have ordered the person to
refrain fromconduct violating the rules and regul ati ons of the
department and the person deem ng hinsel f aggrieved by such
refusal or revocation or order shall have appeal ed the action of
t he departnent, the court may during pendency of such appeal,

i ssue a restraining order or injunction upon proof that the
operation of the private institution or its failure to conply
with the order of the departnent is dangerous to the public
heal t h.

(b) Should a person, who is refused a |license or the renewal
of a license to operate or conduct a bl ood bank or whose |icense
to operate or conduct a blood bank is revoked or who has been
ordered to refrain fromconduct or activity which violates the
rul es and regul ati ons of the departnment, fail to appeal or
shoul d such appeal be decided finally favorably to the
departnment, then the court shall issue a permanent injunction
upon proof that the person is operating or conducting a bl ood
bank wi thout a license as required by law, or has continued to
violate the rules and regul ati ons of the departnent.

(c) An action authorized under the provisions of this
section shall be instituted in the court of comopn pleas in the
county where the alleged unauthorized activity is commtted.

(d) Appeals fromany final decision of a court of conmon
pleas to the Superior or Suprenme Court shall be as in simlar
cases.

(e) No bond shall be required of and no costs shall be taxed
agai nst the departnment on account of any such action.

(f) The provisions of this section shall be construed as
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suppl enentary to all other provisions dealing with the sane
subject matter. No action brought under the provisions of this
section shall prevent the prosecution or institution of any
civil or crimnal action otherw se provided by |aw for violation
of any law providing for |icensing or departmental rules or
regul ati ons promul gat ed t her eunder.

Section 19. Exenptions.--This act shall not include or apply
to any bl ood bank operated by the Federal Governnent, or any
bl ood bank operated purely for research or teaching purposes:
Provi ded, That the bl ood and bl ood products are not injected
into humans. Nor shall it include any conmercial establishnent
whi ch obt ai ns and processes bl ood and bl ood products which are
never transfused or injected into humans.

Section 20. Comunity, State, and Interstate Coordination.--
The departnent shall investigate with the advice of the Bl ood
Bank Advisory Comrittee the feasibility of (i) a community-w de,
(ii) Statewide and (iii) an interstate systemfor inventory
coordi nati on and control of blood and bl ood products. If
practical, the State shall put into effect such an inventory
system This systemw || be devel oped, as far as practical, in
t he stages nentioned above. The bl ood banks, physi cians,
consuner groups, hospitals and the public in each community
shall be encouraged and permtted to neaningfully participate in
t he planning of the community-w de coordi nation systenms. No
bl ood bank shall be forced to accept bl ood or bl ood products
from anot her bl ood bank.

Section 21. Advisory Cormittee.--A conmittee known as "The
Bl ood Bank Advisory Conmittee" shall be established by the
secretary for the purpose of advising the secretary on matters

relating to the adm nistration of this act. This conmttee shal
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1 consist of seven persons, four who are experienced in the

2 operation of blood banks. At |east three shall be currently

3 engaged as a director of a blood bank and one shall be a

4 qualified blood bank nmedi cal technol ogist. Three shall be from
5 the general public.

6 Section 22. Penalty.--Any person operating a bl ood bank

7 wthout first obtaining a |icense fromthe departnment or

8 operating a blood bank after suspension or revocation of |icense
9 has becone effective shall, upon conviction thereof, be

10 sentenced to pay a fine of one thousand dollars ($1,000). Each
11 day's violation shall constitute a separate of fense.

12 Section 23. Appropriation.--An amount of twenty-five

13 thousand dollars ($25,000) is appropriated for costs of

14 admnistration of the provisions of this act.

15 Section 24. Effective Date.--This act shall take effect in
16 ninety days.
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