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THE GENERAL ASSEMBLY OF PENNSYLVANIA

SENATE BILL
No. 1117 =55

| NTRODUCED BY GREENWOCD, DAW DA, PORTERFI ELD, SALVATCRE,
HELFRI CK AND LEW S, JUNE 26, 1989

REFERRED TO PUBLI C HEALTH AND WELFARE, JUNE 26, 1989
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AN ACT
Amendi ng the act of Novenber 24, 1976 (P.L.1163, No.259),
entitled "An act relating to the prescribing and di spensing
of generic equival ent drugs,"” further providing for the

addi tion and del etion of generic drugs fromthe fornulary.

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

Section 1. Section 3(a) of the act of Novenber 24, 1976
(P.L.1163, No.259), referred to as the CGeneric Equival ent Drug
Law, anmended Decenber 15, 1988 (P.L.1257, No.154), is anended to
read:

Section 3. (a) Wenever a pharnmaci st receives a
prescription for a brand nane drug he shall, unless requested
ot herwi se by the purchaser, substitute a | ess expensive
generically equivalent drug product listed in the formulary of
generic and brand name drug products devel oped by the Depart nent

prescriber indicates otherwi se. The bottom of every prescription

bl ank shall be inprinted with the words "substitution
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perm ssi bl e* and shall contain one signature line for the
physi cian's or other authorized prescriber's signature. The
prescriber's signature shall validate the prescription and,
unl ess the prescriber handwites "brand necessary"” or "brand
nmedi cal | y necessary," shall designate approval of substitution
of a drug by a pharmaci st pursuant to this act. Inprinted
conspi cuously on the prescription blanks shall be the words: "In
order for a brand name product to be dispensed, the prescriber
must handwrite 'brand necessary' or 'brand nedically necessary’
in the space below.” Al information printed on the prescription
bl ank shall be in eight-point uppercase print. In the case of an
oral prescription, there will be no substitution if the
prescri ber expressly indicates to the pharnacist that the brand
name drug is necessary and substitution is not all owed.
Substitution of a | ess expensive generically equival ent drug
product shall be contingent on whether the pharnmacy has the
brand name or generically equivalent drug in stock.

* %k

Section 2. Section 5 of the act is anended to read:

Section 5. (a) The Departnent of Health shall have the
power and its duty shall be to:

(1) Admnister and enforce the provisions of this act.

(2) Adopt necessary regul ations consistent with this act.

(3) Publicize the provisions of this act.

(4) Distribute in cooperation with the Pennsyl vani a Board of
Pharmacy periodically an updated formulary of generically
equi val ent drug products to all pharnmacies in the Comonweal th.

(b) The Secretary of Health in cooperation with the
Pennsyl vani a Drug, Device and Cosnetic Board shall within 180

days of the effective date of this act establish a fornulary of
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generically equival ent drugs and the nane of their
manufacturers. In conpiling the list of generic and brand nane
drug products for inclusion in the fornulary, the secretary nmay
adopt in whole or in part formul aries adopted by the United
St at es Departnent of Health, Education and Welfare for their
maxi mum al | owabl e cost program for drug rei nbursenents under
Title XVI1l and Title XIX of the Social Security Act. In the
event of an enmergency, as determ ned by the secretary to affect
the health or safety of the public, the secretary nay renove a
drug product fromthe list without public hearings. If the
formulary for the maxi mum al | owabl e cost programis adopted by
the secretary, formal hearings as required in [the act of June
4, 1945 (P.L.1388, No.422), known as the "Adm nistrative Agency

Law, "] Title 2 of the Pennsylvani a Consolidated Statutes

(relating to adm nistrative |aw and procedure) nmay be wai ved

otherwi se the inclusions of all drugs in the forrmulary shall be
in conpliance with the provisions of the [Adm nistrative Agency

Law] Title 2 of the Pennsylvania Consolidated Statutes. The

formulary nay be added to or deleted fromupon the notion of the
secretary or on the petition of any interested party [however].
However, before such addition or deletion the secretary shal

[request] receive the advice in witing fromthe Drug, Device
and Cosnetic Board whether a drug should be added or del eted.

[ Such advice shall be rendered to the secretary within a
reasonable time. After considering the available facts, the
secretary shall make a finding with respect to such drug and may
issue a regulation on its substitution for a period of one year.
The status of such drugs as well as the fornulary shall be

revi ewed annually by the secretary.]

(c) A Pennsyl vania Generic Drug Law Fornul ary Applicati on
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shall remain active for one year fromthe date of its

notari zati on. The O fice of Drugs, Devices and Cosnetics shal

accept applications prior to a manufacturer receiving final

United States Food and Drug Adnini strati on (FDA) approval .

However, an application shall be acconpani ed by witten

verification fromthe FDA relating to the generic drug's

sati sfyi ng FDA bi oequi val ence requirenents. Wthin 14 days of

receiving a conplete application and i nfornmati on, the

representative of the Ofice of Drugs, Devices and Cosnetics

shall forward any pertinent clinical information to a consul t ant

phar nacol ogi st desi gnated by the Druqg, Device and Cosneti c Board

for review. The consul tant pharnacol ogi st shall have a total of

60 days to review any clinical information after he has recei ved

all of the data needed for review fromthe drug manufacturer.

The consul t ant phar nmacol ogi st shall then make his reconmmendati on

in witing to the Technical Advisory Committee (TAC). After at

| east 30 days notice, but no | onger than 60 days notice, from

the tine the TAC receives the recommendati on on a drug fromthe

phar macol ogi st, a public hearing shall be held by the TAC to

hear testinony fromall parties affected by the possible

i nclusion of a generic drug on the drug fornulary. Such notice

shall be mailed to every drug conpany that is authorized to do

busi ness in this Commonweal th and to all persons who have nade a

tinmely request of the TAC for advance notice of its public

heari ngs and shall be published in the Pennsyl vania Bull etin.

The TAC shall neet quarterly, and at that tine shall reviewthe

reconmendati ons of the consul tant pharnacol ogi st and t he

i nformati on provided at the public hearing and make its

reconmendation to the Drug, Device and Cosnetic Board within ten

wor ki ng days after the quarterly neeting. The board shall have
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14 days to nake its recommendati on to the secretary. Any

decision to reject a drug for inclusion on the fornulary nust be

acconpani ed by a witten expl anati on of the basis for the

deci sion. A manufacturer may not resubnit an application after

it has been rejected unless additional information is included

whi ch responds to the witten expl anati on of the basis for

rejection of the oriqginal application. After considering the

avai |l able facts, the secretary shall nake a finding with respect

to such drug and shall issue a determ nation on its substitution

for a period of one year, within 14 worki ng days. The date of

this determ nati on shall be the date such drug shall be legally

substitutable in this Commonweal th. The departnent shall issue a

quarterly formul ary update. The status of such drugs as well as

the fornulary shall be reviewed annually by the secretary.

(d) For the purposes of this act, the act of July 31, 1968

(P.L.769, No.240), referred to as the "Commpbnweal th Docunents

Law," the act of October 15, 1980 (P.L.950, No.164), known as

the "Commonweal th Attorneys Act," and the act of June 25, 1982

(P.L.633, No.181), known as the "Requl atory Review Act," the

formul ary or any addition or deletion to the fornmulary shall not

be considered a rule or reqgul ati on.

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