SENATE ANVENDED
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THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. /91 =35

| NTRODUCED BY ALLEN, HARHART, DeWEESE, ARGALL, ARMSTRONG
M BAKER, BARRAR, CALTAG RONE, CLARK, CORRI GAN, COY, CRUZ,
DALLY, EACHUS, FEESE, FLEAGLE, FORCI ER, FRANKEL, GANNON
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AN ACT
Amendi ng the act of Septenber 27, 1961 (P.L.1700, No.699),
entitled "An act relating to the regulation of the practice
of pharmacy, including the sales, use and distribution of
drugs and devices at retail; and anendi ng, revising,
consolidating and repealing certain laws relating thereto,"
further providing for definitions; and providing for drug

t her apy protocol.

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

Section 1. Section 2(11) of the act of Septenber 27, 1961
(P.L.1700, No.699), known as the Pharmacy Act, amended Decenber
20, 1985 (P.L.433, No.111), is anended and the section is
anmended by addi ng cl auses to read:

Section 2. Definitions.--As used in this act:

* * %

(11) "Practice of pharmacy” neans the [practice of that
prof essi on concerned with the art and sci ence of the eval uation

of prescription orders and the preparing, conpoundi ng and
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di spensi ng of drugs and devi ces, whether dispensed on the
prescription of a nedical practitioner or legally dispensed or
provided to a consuner, and shall include the proper and safe
storage and distribution of drugs, the maintenance of proper
records, the participation in drug selection and drug
utilization reviews, and the responsibility of relating

i nformati on as required concerning such drugs and nedi ci nes and
their therapeutic values and uses in the treatnent and

prevention of disease:] provision of health care services by a

pharmaci st, which includes the interpretati on, eval uati on and

i mpl enentati on of nmedi cal orders FOR THE PROVI SI ON OF PHARMACY <—

SERVI CES or prescription drug orders; the delivery, dispensing

or distribution of prescription drugs; participation in drug and

devi ce selection; drug adm nistration; drug regi nren revi ew, drug

or drug-rel ated research; conpoundi ng; proper and safe storage

of drugs and devi ces; nmanagi ng drug therapy in an institutional

setting CONSI STENT WTH THE I NSTI TUTI ON' S ASSI GNVENT _OF CLINICAL <—

DUTI ES; nmi ntai ni ng proper records; patient counseling; and such

acts, services, operations or transacti ons necessary or incident

to the provision of these health care services. [Provided,

however, That] The "practice of pharmacy” shall not include the
operations of a manufacturer or distributor as defined in "The
Controll ed Substance, Drug, Device and Cosnetic Act."

* * %

(14) "WManagi ng drug therapy" neans any of the foll ow ng

processes which shall be perforned in an institutional setting

only: Adjusting a drug regi nen; adjusting drug Strength,

frequency of administration or route; adnmi nistration of drugs;

and ordering | aboratory tests and orderi ng and perforn ng other

di agnostic tests necessary in the managenent of drug therapy,
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consistent with the testing standards of the health-care <—

facitity | NSTI TUTI ON. Managi ng drug therapy shall be perfornmed <—

pursuant to a witten agreenent or protocol as set forth in
section 9.1 of this act. —authoerizingthe delegationof <
‘o I : v | ohyvsie]
I et | o ) Y :

(15) "Institution" neans a health care facility as defined

in section 103 of the act of July 19, 1979 (P.L. 130, No.48),

known as the "Health Care Facilities Act," which offers CARE AND

N
|

nmedi cal treatnent to patients who require food, board and

overni ght sleeping facilities and—-care. <—

(16) "Drug adm nistration" neans the direct introducti on of

or the application of a drug into or on the body of a patient by

i njection, inhal ati on, ingestion or any other neans, and where

required by |aw, shall occur only pursuant to a nedi cal order.

n H n H H <

(18) (17) "Physician" nmeans an individual |icensed under the <—

laws of this Commonwealth to engage in the practice of nedicine

and surgery in all its branches within the scope of the act of

Decenmber 20, 1985 (P.L.457, No.112), known as the "Medi cal

Practice Act of 1985," or in the practice of osteopathic
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medi cine within the scope of the act of COctober 5, 1978

(P.L.1109, No.261), known as the "Osteopathic Medical Practice

19}y (18) "Protocol" neans a witten docunment that descri bes

the nature and scope of the drug therapy nmanagenent to be

carried out by the pharnaci st.

Section 2. The act is anmended by addi ng sections to read:

Section 9. 1. Drug Therapy Protocols.--(a) A pharnaci st

shall be pernmitted to enter into a witten agreenent or protocol

with a |licensed physician authorizing the delegationofthe

managenent of drug therapy in an institutional setting.

(b) The licensed physician who is a party to a witten

agreenent or protocol authorizing the delegationofthe

managenent of drug therapy shall be in active practice and the

delegation WRI TTEN AGREEMENT OR PROTOCOL shall be within the

scope of the licensed physician's current practice.

(c) Participation in a witten agreenment or protocol

aut hori zi ng t he delegation—ofthe nanagenent of drug therapy
shall be voluntary, and no |licensed physici an, PHARMACI ST OR

I NSTI TUTI ON shall be required to partici pate.

(d) (1) A pharmacist who is a party to a witten agreenent

or protocol authorizing the delegatieneofthe managenent of drug

t herapy shall obtain and maintain, to the satisfaction of the

board, professional liability insurance coverage in the m ni num

anount of one mllion dollars ($1,000,000) PER OCCURRENCE OR

CLAIM5S MADE. The professional liability i nsurance coverage shal

remain in effect as long as that pharnacist is a party to a

witten agreenent or protocol authorizing the delegationofthe

managenent of drug therapy. Failure to nmaintain insurance

coverage as required under this subsection shall be acti onabl e
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under section 5 of this act.

(2) The board shall accept from pharnaci sts as sati sfactory

evi dence of insurance coverage under this subsecti on, any and

all of the following: self-insurance, personally purchased

professional liability i nsurance, professional liability

i nsurance coverage provided by the pharnmaci st's enpl oyer or any

simlar type of coverage.

(3) The board shall adopt, by regul ati on, standards and

procedures established by the | nsurance Conni ssi oner for self-

i nsurance. I n the absence of these standards and procedures, the

board, after consultation with the |Insurance Conm ssi oner, shal

establi sh standards and procedures by reqgul ation for self-

i nsurance under this subsection.

(e) Wthin eighteen nonths of the effective date of this

section, the board shall adopt requl ati ons establishing the

paraneters of witten agreenents or protocols authorized by this

section. Such paraneters shall include, but not be linmted to,

the requirenment that witten agreenents or protocols:

(1) Be in witing.

(2) Require that drug therapy regi nens be initiated by a

i censed physician for patients referred to a pharnaci st for

drug therapy.

(3) Provide for notification of the role of the pharnaci st

by a |licensed physician to each referred pati ent whose drug

t her apy managenent nay be affected by the agreenent.

(4) Be avail able as foll ows:

(i) At the practice site of any |licensed physician who is a

party to the agreenent.

(ii) At the practice site of any |licensed pharnaci st who i s

a party to the agreenent.
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(II'1) AT THE I NSTI TUTI ON WHERE A VWRI TTEN AGREEMENT OR

PROTOCOL |S I N PLACE.

4+ (1V) To any patient whose drug therapy nanagenent i s

affected by the agreenent.

- (V) Upon request, to investigatoers REPRESENTATI VES of
the State Board of Medicine, the State Board of Osteopathic

Medi ci ne and, the State Board of Pharmacy AND THE DEPARTMENT OF

(5) ldentify, by nane, each |icensed physici an and each

| i censed pharnaci st who are parties to the agreenent.

(6) Be signed and dated by each |icensed physici an AND EACH

LI CENSED PHARNMACI ST.

(7) Specify the functions and tasks which are the subject of

t he delegatien THE WRI TTEN AGREEMENT OR PROTOCOL.

(8) Provide for execution of the agreenent when any |icensed

physi ci an or |icensed pharnaci st may be tenporarily absent from

a practice setting or tenporarily unavailable to participate in

its execution.

(9) Establish an appropriate tine frane, not to exceed

seventy-two hours, within which the |icensed pharnaci st nust

notify the |icensed physician of any changes i n dose, duration

or freqguency of nedi cati on prescri bed.

(10) Be filed with the State Board of Pharnmacy and the State

Board of Medi ci ne and/or the State Board of Osteopathic

Medi ci ne.

(11) Renmin in effect for a period not to exceed two years

upon the concl usi on of which, or sooner, the parties shal

revi ew the agreenent and nake a deternmination as to its renewal ,

necessary nodifications or termnation.

(12) Allow for term nati on of the agreenent at the request
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of any party to it at any tine.

(f) WManaging drug therapy within an institutional setting

may occur w thout the requirenents of subsection (e) provided it

is pursuant to a nmedical order by a |licensed physician for

manaqgi nqg drug therapy protocol er—guideline approved by the

medi cal staff of the institution.

Section 9.2. Authority to Adm nister |njectable Mdications,

Bi ol ogi cal s and | nmuni zations.--(a) Wthin ei ghteen nonths from

the effective date of this section, the board shall by

requl ati on establish educati on and trai ni ng standards and

practi ce gui delines pursuant to whi ch pharnaci sts shall be

aut hori zed to adm ni ster injectable nedications, biologicals and

i muni zati ons to persons who are nore than ei ghteen years of

age. Such standards and gui delines shall include, but not be

limted to, the foll ow ng:

(1) Satisfactory conpletion of an acadeni ¢ and practi cal

curricul um approved by the board that includes the current

qui del i nes and recommendati ons of the Centers for D sease

Control and Prevention in the Public Health Service of the

United States Departnment of Health and Hunman Services, the

Aneri can Council on Pharnmaceuti cal Education or a simlar health

authority or professional body, and i ncludes, but is not limted

to, di sease epi deni ol ogy, vacci ne characteristics, injection

t echni que, energency response to adverse events and rel at ed

(2) W©Maintenance of a current cardi opul nbnary resuscitati on

(CPR) certificate acceptable to the board.

(3) That the adm nistration of injectable nedications,

bi ol ogi cal s and i mmuni zati ons be in accordance with a definitive

set of treatnent quidelines established by a physici an and
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approved by the board.

(4) That a mnimumof two hours of the thirty-hour

requi renent for continuing education for |license renewal be

dedicated to this area of practice.

medi cati ons, biologicals and i nmuni zati ons shall not be

del egated to any ot her person.

1
2
3
4
5 (b) A pharnacist's authority to administer injectable
6
7
8

Section 3. This act shall take effect in 60 days.
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