PRINTER S NO. 2487

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 20006 *%”

I NTRODUCED BY STURLA, VANCE, KUKOVI CH, CAPPABI ANCA, COY, KREBS
CLARK, ROEBUCK, DALEY, ROONEY, STABACK, LAUGHLIN, TI GUE
MELI O BATTI STO, RAYMOND, | TKI'N, HENNESSEY, READSHAW STERN
BAKER, JOSEPHS, CURRY, M LLER, ZI MVERVAN, M HAL| CH
Rl CHARDSON, TRELLO, SCHULER, DeLUCA, WOZNI AK, YOUNGBLOOD,
STEELNVAN, BOSCOLA AND BELFANTI, SEPTEMBER 20, 1995

REFERRED TO COMWM TTEE ON HEALTH AND HUVAN SERVI CES,
SEPTEMBER 20, 1995
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AN ACT
Provi di ng options for blood transfusions to persons undergoi ng
certain nedical procedures; and further providing for duties
of attendi ng physicians, duties of health care facilities,
duti es of bl ood banks, disposal of blood and paynent of
service fees.

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 Bl ood Safety
Act .

Section 2. 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:

"Al | ogenei c blood." Blood that is donated on a voluntary

basi s wi thout designating or knowi ng who the recipient is and

which conplies with all the requirenents of the United States
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Food and Drug Admi nistration.

"Attendi ng physician.” The physician who is designated by
the patient to performa medical or surgical procedure.

"Aut ol ogous bl ood." Bl ood donated by a person for his own
use.

" Bi ohazardous bl ood product.” A blood product which has
tested positive for one or nore of the viral nmarker assays

performed by |icensed blood coll ectors.

"Blood." This termshall include blood conmponents and whol e
bl ood.
"Bl ood bank." Any place, organization, institution or

establishment that is operated wholly or in part for the purpose
of obtaining, storing, processing, preparing for transfusing or
sel ling human bl ood products derived from single blood units,
whet her such procedures are done for direct therapeutic use or
for storage for future use of such products and whether such a
pl ace, organization, institution or establishnment is operated on
a charitable, conmmercial or nonprofit basis.

"Bl ood conmponents.” Any part or fraction of single units of
whol e bl ood or any material derived fromsingle units of such
bl ood, excludi ng al bum n, rhogam and gammo gl obulin or other
conmponent s whi ch cannot transmt infectious agents.

"Departnent."” The Departnent of Health of the Conmonwealt h.

"Designated bl ood." Blood donated for a specifically
i ndi cated recipient of the donated bl ood ot her than the donor
and which conplies with all the requirenments of the United
St ates Food and Drug Adm ni stration.

"Health care facility.” A general or special hospital,
i ncl udi ng tubercul osis and psychiatric hospitals, rehabilitation

facilities, skilled nursing facilities, kidney disease treatnent
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centers, including free-standing henodi al ysis units,
internediate care facilities and anbulatory surgical facilities,
both profit and nonprofit and including those operated by an
agency of State or |ocal government, but shall not include an

of fice used exclusively for private or group practice by
physi ci ans or dentists, nor a program which renders treatnment or
care for drug or al cohol abuse or dependence, unless | ocated
within, by or through a health care facility, a facility
providing treatnment solely on the basis of prayer or spiritual
means i n accordance with the tenets of any church or religious
denom nation, nor a facility operated by a religious

organi zation for the purpose of providing health care services
exclusively to clergynen or other persons in a religious

prof essi on who are nenbers of the religi ous denom nations
operating the facility.

"Informed consent."” For the purposes of this act and of any
proceedi ngs arising under this act, the consent of a patient to
t he performance of health care services by a physician if, prior
to consent having been given, the physician provided infornmation
to the patient about the proposed procedure, treatnent or
di agnosi s that a reasonable patient would consider material to
t hat deci si on whether or not to undergo the procedure or
treat nent.

"Transfusion.” The act of transferring blood into the body
of a person.

"Whol e blood.” The fluid that circulates in the heart,
arteries, capillaries and veins of a human body carryi ng
nouri shnment and oxygen to and bringi ng away waste products from
all parts of the body.

Section 3. Duties of attending physicians.
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(a) Informed consent.--Wenever it is anticipated that a
transfusi on nmay be necessary during a nmedical or surgical
procedure, the attendi ng physician shall, prior to performng a
medi cal or surgical procedure, informthe patient or guardi an or
desi gnated surrogate that a bl ood transfusion may be necessary
during the procedure and of the options of predonating for
aut ol ogous bl ood transfusions, receiving allogeneic bl ood
transfusi ons or receiving designated bl ood transfusions, the
ri sks and benefits of each of these alternatives and the risks
of not receiving any transfusions if a transfusi on becones
necessary and shall obtain the patient's informed consent in
writing.

(b) Docunentation.--The attendi ng physician shall note on
the patient's medical record, which shall be maintained in the
of fice of the attending physician, that the patient or guardian
or designated surrogate was advi sed of the opportunity to
recei ve an autol ogous, allogeneic or designated bl ood
transfusion, the risks of these alternatives and the risks of
not receiving the transfusion if a transfusion becones
necessary.

(c) Predonation tinme.--1f there are no nedi cal
contraindi cations or the nedical or surgical procedure is not
performed on an energency basis, the attendi ng physician shal
al |l ow adequate tinme, prior to the nedical or surgical procedure,
for predonation to occur.

(d) Waiver of predonation.--The patient or guardi an or
desi gnated surrogate may wai ve the option to predonate
aut ol ogous bl ood or have designated bl ood donated on his behal f.
This wai ver shall be in witing and nmade a part of the patient's

record that is maintained in the office of the attending
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physician. If the patient or guardian or designated surrogate
wai ves the option to predonate autol ogous bl ood or have

desi gnat ed bl ood donated on his behal f, the attendi ng physician
shall not incur any liability for failure to all ow predonation
to occur.

Section 4. Duties of health care facilities.

(a) Option information.--All health care facilities shal
assi st, when possible, with the facilitation, pronulgation and
di ssem nation of information regarding the options available to
a patient regarding the predonati on of autol ogous bl ood,
recei ving all ogeneic blood or receiving designated bl ood, the
ri sks and benefits of each of these alternatives and the risks
of not receiving any transfusion if a transfusion becones
necessary and shall obtain the patient's informed consent in
writing.

(b) Docunentation.--The health care facility shall note on
the patient's record naintained at the facility as to whether
the patient was inforned by his attendi ng physician of the bl ood
transfusion options available. If the attendi ng physician has
failed to advise the patient of these options, the health care
facility shall be responsible for advising the patient of these
options, the risks and benefits of these alternatives and the
risks of not receiving any transfusion if a transfusi on becones
necessary and shall obtain the patient's informed consent in
witing. The health care facility shall not incur any liability
for failure to allow the predonation to occur if the patient has
wai ved the option to predonate autol ogous bl ood or have
desi gnat ed bl ood donated on his behalf. This waiver shall be in
writing.

(c) Acceptance of autol ogous or designated blood.--A health
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care facility which perfornms a transfusion shall be required to
accept autol ogous or designated blood for a potenti al
transfusion to a patient if the blood neets the regul ati ons of
the United States Food and Drug Administration and is received
froma bl ood bank |ocated within this Commonweal th and |icensed
by the departnment. Autol ogous or designated bl ood which is
received froma bl ood bank | ocated outside this Commopnweal th
nmust be licensed by the state in which it is |located and nust

al so neet the regulations of the United States Food and Drug
Adm ni stration. Al autol ogous and desi gnated bl ood must be
tested and prepared in accordance with the standards approved by
t he departnent, except that autol ogous bl ood which is

bi ohazardous may only be accepted with the witten perm ssion of
the attendi ng physician and the health care facility.

Section 5. Duties of blood banks.

(a) Option information.--All blood banks shall assist, when
possible, with the facilitation, promulgation and di sseni nation
of information regarding the options available to a patient
regardi ng the predonation of autol ogous bl ood, receiving
al | ogenei ¢ bl ood or designated bl ood, the risks and benefits of
each of these alternatives and the risks of not receiving any
transfusion if a transfusion beconmes necessary.

(b) Dissemnation of information.--All blood banks shal
assist with the facilitation, promulgation and di ssem nation of
current information regarding the safety of avail able
transfusion options to the nmedical community.

(c) Fees.--A blood bank which collects autol ogous or
desi gnat ed bl ood shall informthe donor of the blood or his
guardi an or designated surrogate or the intended recipient of

the blood, in the case of a designated bl ood donation, of al
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the fees that the bl ood bank charges to process, store,
transport or otherw se prepare the bl ood for transfusion.
Section 6. Disposal of unused autol ogous and desi gnat ed bl ood.

In cases where a nedical or surgical procedure is perforned
and a transfusion was not perfornmed or there is unused
aut ol ogous or designated bl ood, that blood shall be held for a
m ni mum of 21 days after the date of donation or a m ni mum of
seven days after the date the procedure was perforned or was
schedul ed to be performed for which the blood was originally
donated, for possible use, unless the useful life of the bl ood
has expired.

Section 7. Paynment of service fee by health care facilities.

A health care facility which accepts autol ogous or designated
bl ood and simlar bl ood conponents shall pay a service fee to
t he bl ood bank whi ch provides the bl ood or blood conponents.

I nsurance providers shall not deny paynent of additional fees
for autol ogous bl ood costs if allogeneic blood transfusions are
covered in the policy. Any additional fees for designated bl ood
over and above al |l ogeneic bl ood fees, unless nedically

i ndi cated, nmay be rejected for paynment unl ess otherw se covered
in the policy.

Section 8. Exenptions.

The attendi ng physician or the health care facility where the
medi cal or surgical procedure is to be perfornmed shall not be
required to provide the patient or his guardian or designated
surrogate with an explanation of the transfusion options under
this act if medical contraindications exist or the nedical or
surgical procedure is perforned on an energency basis.

Section 9. Liability.

No physician shall be liable for a failure to obtain an
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i nformed consent in the event of an emergency which prevents
consulting the patient. No physician shall be liable for failure
to obtain an informed consent if it is established by a
preponderance of the evidence that furnishing the information in
guestion to the patient would have resulted in a seriously
adverse effect on the patient or on the therapeutic process to
the material detrinment of the patient's health.

Section 10. Ef fecti ve date.

© o0 N oo o A~ wWw N P

This act shall take effect in 60 days.
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