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THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 2442 5%

| NTRODUCED BY STUBAN, Tl GUE, DeWEESE, EVANS, | TKIN, KUKOVI CH
JOSEPHS, STABACK, STEELMAN, WAMBACH, MUNDY, CAPPABI ANCA
HERVAN, PESCI, VAN HORNE, MARKCSEK, DALEY, KOSI NSKI,
BATTI STO, LLOYD, TRELLO, STURLA, FAI RCH LD, HANNA, HAYDEN,
HARPER, LaGROITA, RUDY, BOALEY, SCRI MENTI, W LLIAMS, VEON
G @I OrTl, STETLER, McNALLY, TRICH OLASZ, BI SHOP, MELI G
STI SH, RITTER, PETRONE, HALUSKA AND BELARDI, MARCH 9, 1992

AS AVENDED ON THI RD CONSI DERATI ON, HOUSE OF REPRESENTATI VES,
MARCH 11, 1992

OCO~NOUITARWNE

AN ACT

Amendi ng the act of August 14, 1991 (P.L.342, No.36), entitled
"An act providing for the preservation of the State Lottery
Fund; further providing for pharmaceutical assistance for the
el derly; further providing for transportation assistance to
the elderly; providing for pharmaceutical purchasing;
conferring powers and duties upon the Departnent of Aging,

t he Departnent of Revenue and the Departnent of
Transportation; inposing penalties; and meking repeals,"”
further providing for responsibilities of the Departnent of
Agi ng, for pharnmaceutical purchasing, for legislative intent,
for definitions and for rebate agreenents; providing for
pharmaceuti cal purchasing discounts and for new best prices;
and further providing for prudent pharnmaceutical purchasing
contracts and expiration.

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

Section 1. Section 303(h)(5), (9, (10), (11), (12), (13),
(14), (15), (16), (17) and (18) of the act of August 14, 1991
(P.L.342, No.36), known as the Lottery Fund Preservation Act,
are anended and the subsection is anmended by addi ng paragraphs

to read:



1 Section 303. Responsibilities of departnent.

2 * x *

3 (h) Programcriteria.--The program shall include the

4 following criteria:

5 * x *

6 (5) The system established shall include a partici pant

7 copaynent schedul e of $4 for each prescription. The copaynent
8 shall increase or decrease on the annual basis by the average
9 per cent change of ingredient costs for all prescription drugs
10 plus a differential to raise the copaynent to the next

11 hi ghest 25¢ increnment. In addition, the departnent may

12 approve a request for increase or decrease in the |level of

13 copaynent based upon the financial experience and projections
14 of the programand after consultation with the board. The

15 departnment is prohibited from approving adjustnments to the

16 copaynent on nore than a sem annual basis. [The depart nent

17 shall evaluate the feasibility of instituting a bifurcated

18 copaynent differentiating between noni nnovator nultipl e-

19 source drugs and single-source or innovator mnultiple-source
20 drugs. The departnment shall report its findings to the Aging
21 and Youth Conmmttee of the Senate and the Agi ng and Youth
22 Committee of the House of Representatives by July 1, 1992.
23 The departnent shall, by July 1, 1992, institute a bifurcated
24 copaynent unl ess the findings denonstrate that a bifurcated
25 copaynent is not cost effective. As used in this paragraph
26 the ternms "innovator nultiple-source drugs,” "noninnovator
27 mul ti pl e-source drugs" and "singl e-source drugs"” shall have
28 t he neani ngs given to themin section 502.]
29 * x *
30 [(9) For purposes of this chapter, the eligible clainmnt
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1 shall be liable to pay a fixed differential whenever a nore
2 expensi ve brand name drug is requested by the clai mant when
3 t he physician permtted substitution of a | ess expensive

4 generically equival ent drug approved under the provisions of
5 the act of Novenber 24, 1976 (P.L.1163, No.259), referred to
6 as the Generic Equival ent Drug Law.

7 (10) The differential will be charged regardl ess of the
8 avai lability of a | ess expensive generic equivalent in the

9 provi di ng pharmacy. In no case will the clainmant bear the

10 cost of the differential when the generic equivalent is not
11 avai | abl e.

12 (11) The departnent shall establish a pharnmaci st

13 consul tation rei nbursenment programfor a period of not |ess
14 than six nonths, follow ng which the departnent may continue
15 or discontinue the program This program shall provide an

16 addi tional $1 supplenental dispensing fee whenever a

17 pharmacy' s docunented intervention resulted in a physician
18 changing a prescription for a nore expensive brand nane

19 product to a prescription allow ng substitution of a |ess
20 expensi ve generically equivalent drug. This suppl enent al
21 di spensing fee shall provide the only exception to paragraph
22 (8).
23 (12)] (9) Notwithstanding any other statute or
24 regulation, if an approved United States Food and Drug
25 Adm nistration "A'-rated generic therapeutically equival ent
26 drug is available for dispensing to a clainant, the provider
27 shal | di spense the generic therapeutically equivalent drug to
28 the claimant. The departnent shall not reinburse providers
29 for brand nane _drugs except in the follow ng circunstances:
30 (i) There is no "A'-rated generic therapeutically
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1 equi val ent _drug available on the market. This

2 subpar agraph does not apply to the lack of availability

3 of an "A'-rated generic therapeutically equival ent drug

4 in the providing pharnacy.

5 (ii) An "A'-rated generic therapeutically equival ent
6 drug is deened by the departnent, in consultation with a
7 utilization review conmttee, to have a narrow

8 t herapeutic index for safe and effective dispensing in

9 the conmunity setting. The departnment shall notify

10 provi di ng pharnmaci es of prescription drugs under this

11 subpar agraph on _a reqgul ar_basi s.

12 (iii) The Departnent of Health has determned that a
13 drug shall not be recognized as a generic therapeutically
14 equi val ent _drug for purpose of substitution under section
15 5(b) of the act of Novenber 24, 1976 (P.L.1163, No.259),
16 referred to as the Generic Equivalent Drug Law.

17 (10) If a clainmant chooses not to accept the generic

18 t herapeutically equivalent drug required by paragraph (9),

19 the claimant shall be liable for the entire cost of the brand
20 nane drug and the copaynent |ess the average whol esal e cost
21 of the | east expensive generic therapeutically equival ent
22 drug present at the providing pharmacy. The average whol esal e
23 cost of the |east expensive generic therapeutically
24 equi val ent _drug present at the providing pharnmacy shall be
25 rei nbursed by the program |If no generic therapeutically
26 equi valent drug is present in the providing pharmacy, no
27 rei mbursenent shall be provided by the program TH' S <—
28 PARAGRAPH SHALL NOT APPLY | F A PRESCRI BER CAN DEMONSTRATE TO
29 THE DEPARTMENT THAT:
30 (1) THE CLAI MANT IS | N DANGER OF AN ADVERSE REACTI ON

19920H2442B3226 - 4 -



© 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

FROM USE OF THE GENERI C THERAPEUTI CALLY EQUI VALENT DRUG

REQUI RED BY PARAGRAPH (9).

(1) USE OF THE PRESCRI BED BRAND NAME DRUG WOULD

ELI M NATE THE DANGER OF THE ADVERSE REACTI ON.

(11) Prescription benefits for any single prescription
shall be limted to a 30-day supply of the prescription drug
or 100 units, whichever is less, except that, in the case of
di agnosis for acute conditions, the limtation shall be a 15-
day supply.

[(13)] (12) The departnent may establish a restricted
formul ary of the drugs which will not be rei nbursed by the
program This formulary shall include only experinental drugs
and drugs on the Drug Efficacy Study |nplenentation List
prepared by the Health Care Finance Adm nistration. A nedical
exception may be permtted by the departnent for
rei nbursenent of a drug on the Drug Efficacy Study
| npl ement ati on List upon declaration of its necessity on the
prescription by the treating physician; except that, for DESI
drugs for which the FDA has issued a Notice for Qpportunity
Hearing (NOOH) for the purpose of w thdrawi ng the New Drug
Application approved for that drug, reinbursenment coverage
shal | be discontinued under the provisions of this chapter.

[(14)] (13) The departnment may not enter into a contract
with a private contractor for an exclusive mail-order system
for the delivery of prescription drugs under this program
Only nmail -order pharmacy services provided by pharmaci es
whi ch are licensed by the Commonweal th and whi ch have their
princi pal place of business within this Conmonweal th may
partici pate as providers under the program The depart nment

shal | devel op and pronul gate specific regul ati ons governi ng
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the practice of muail-order pharmacy and ot her enroll ed
providers to include the foll ow ng m nimum st andards of
practice to ensure the health, safety and welfare of program
parti ci pants:

(1) The appropriate nmethod or nethods by which such
pharmaci es shall verify the identity of the program
reci pient and the authenticity of prescriptions received.

(ii) The appropriate nethod or nethods by which such
pharmaci es shall mail or deliver prescription drugs to
program recipients ensuring, to the maxi num extent
possi bl e, that the intended programrecipient is the
actual ultimate recipient of any prescription dispensed
by such pharmaci es.

(ii1) The appropriate nethod or methods by which
such pharmaci es shall comrunicate with program
participants in emergency situations.

[(15)] (14) The program nust be in place and operational
wi thin 90 days of the effective date of the contract.

[(16)] (15) For-profit third party insurers and not-for-
profit prescription plans shall reinburse the departnent for
any paynents made to a providing pharmacy on behalf of a
cl ai mant covered by such a third party.
rendering service as a nenber of a utilization review
commttee for this programshall not be liable for any civil
damages as a result of any acts or om ssions in rendering the
service as a nenber of any such conm ttee except any acts or
om ssions intentionally designed to harmor any grossly
negli gent acts or om ssions which result in harmto the

person receiving such service.
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[(18)] (17) Any officer or enployee of the departnent

rendering service as a nenber of a utilization review

commttee for this programshall not be liable for any civil

danmages as a result of any acts or onmissions in rendering the

service as a nenber of any such conmittee or as a result of

any deci sion or action in connection with the program except

any acts or om ssions intentionally designed to harm or any

grossly negligent acts or om ssions which result in harmto

t he person receiving such service.

(18) The di spensing of an "A'-rated generic

t herapeutically equivalent drug in accordance with this

chapter shall not be deened incorrect substitution under

section 6(a) of the CGeneric Equival ent Drug Law.

(19) The departnent shall annually verify the incone of
eligible claimants. Verification shall be acconplished by a
targeted sanpling of 5% of the eligible claimnts.

(20) THE RETAIL PRICE OF THE PRESCRI PTI ON SHALL BE <—

| NDI CATED ON THE LABEL OF THE PRESCRI PTI ON CONTAI NER.

* * %

SECTION 2. SECTION 307 OF THE ACT | S AMENDED TO READ: <—
SECTI ON 307. PRESCRI PTI ON DRUG EDUCATI ON PROGRAM
THE DEPARTMENT, | N COOPERATI ON W TH THE DEPARTMENT OF HEALTH
SHALL DEVELOP AND | MPLEMENT A STATEW DE PRESCRI PTI ON DRUG
EDUCATI ON PROGRAM DESI GNED TO | NFORM OLDER ADULTS OF THE DANGERS
OF PRESCRI PTI ON DRUG ABUSE AND M SUSE. THE PRESCRI PTI ON DRUG
EDUCATI ON PROGRAM SHALL | NCLUDE, BUT NOT BE LI M TED TQ
I NFORVATI ON CONCERNI NG THE FOLLOW NG
(1) THE HAZARDS OF PRESCRI PTI ON DRUG OVERDCSE.
(2) THE POTENTI AL DANGERS OF M XI NG PRESCRI PTI ON DRUGS.
(3) THE DANGER OF RETAI NI NG UNUSED PRESCRI PTI ON DRUGS
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AFTER THE NEED TO TAKE THEM NO LONGER EXI STS.

(4) THE NECESSITY TO CAREFULLY QUESTI ON PHYSI CI ANS AND
PHARMACI STS CONCERNI NG THE EFFECTS OF TAKI NG PRESCRI PTI ON
DRUGS, | NCLUDI NG THE DI FFERENCES BETWEEN BRAND NAME DRUGS AND

GENERI CALLY EQUI VALENT DRUGS.

(5) THE ADVI SABI LI TY OF MAI NTAI NI NG A PRESCRI PTI ON DRUG
PROFI LE OR OTHER RECORD OF PRESCRI PTI ON DRUG DOSAGE AND
FREQUENCY OF DOSAGE.

(6) THE DESIRABILITY OF ADVI SI NG FAM LY MEMBERS OF THE
TYPES AND PROPER DCSAGE OF PRESCRI PTI ON DRUGS WHI CH ARE BEI NG
TAKEN.

(7) THE DANGERS OF TAKI NG PRESCRI PTI ON DRUGS | N EXCESS
OF PRESCRI BED DOSAGES.

(8) THE NEED TO OBTAI N COVPLETE, DETAI LED DI RECTI ONS
FROM THE PHYSI CI AN OR PHARMACI ST CONCERNI NG THE Tl ME PERI OD A
PRESCRI PTI ON DRUG SHOULD BE TAKEN.

Section 2 3. Section 501 of the act is anmended by adding a <—

par agr aph to read:

Section 501. Declaration of policy.

The CGeneral Assenbly finds and declares as foll ows:

* * %

(6) Drug price inflation has caused a dranati c i ncrease

in the anpbunt of public funds expended by the PACE Program

and the General Assi stance Program

Section 3 4. The definition of "average manufacturer price" <—

in section 502 of the act is anended and the section is anended
by adding a definition to read:

Secti on 502. Definitions.

The foll ow ng words and phrases when used in this chapter

shall have the neanings given to themin this section unless the
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context clearly indicates otherw se:

"Average manufacturer price (AMP)." Wth respect to a
covered prescription drug of the manufacturer for a cal endar
quarter, the average unit price paid to the manufacturer for the
drug [in this Conmonweal th] by whol esal ers for drugs distributed
to the retail pharmacy class of trade, except for direct sales
to hospitals, health naintenance organi zations and to
whol esal ers where the drug is rel abel ed under that distributor's
nati onal drug code nunber. Federal Supply Schedul e prices shal
not be included in the calculation of AMP. The term i ncl udes
cash discounts and all other price reductions, other than
rebates under this act and section 1927 of Title XIX of the
Soci al Security Act (Public Law 74-271, 42 U S.C. 8§ 301 et
seq.), added Novenber 5, 1990 (Public Law 101-508, Title IV,
section 4401(a)(3), 104 Stat. 1388-143), which reduce the actual
price paid. For bundled or capitated sales, the allocation of
t he di scount shall be made proportionately to the dollar val ue
of the units of each covered prescription drug sold under the
bundl ed or capitated arrangenent. The AMP for a quarter shall be
adj usted by the manufacturer if cunulative di scounts or other
arrangenents subsequently adjust the prices actually realized.

* * %

"Consuner Price | ndex-Urban." The Consuner Price | ndex for

Al Urban Consuners conpiled by the Bureau of Labor Statistics

of the United States Departnent of Labor.

* * %

Section 4 5. Sections 503(e) and 505(a) and (b) of the act
are anended to read:

Section 503. Rebate agreenent.

* * %
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[(e) Drug formulary.--There shall be no drug fornmul ary,
prior or retroactive approval systemor any simlar restriction
i nposed on the coverage of outpatient drugs nade by
manuf act urers who have entered into agreenments with the
Commonweal th to pay rebates for drugs utilized in the PACE
program provided that such outpatient drugs were approved for
mar keti ng by the Food and Drug Admi nistration prior to July 1,
1991.]

Section 505. Amount of rebate.

(a) Single-source drugs and innovator multiple-source
drugs.--Wth respect to single-source drugs and i nnovator
mul ti pl e-source drugs, each manufacturer shall remt a rebate to
t he Commonweal t h. Except as otherw se provided in this section,
t he amount of the rebate to the Commonweal th per cal endar
gquarter with respect to each dosage formand strength of single-

source drugs and innovator multiple-source drugs shall be [equal

to] as foll ows:

(1) For quarters begi nning after Decenber 31, 1990, and

endi ng before July 1, 1992, the product of the total nunber

of units of each dosage formand strength rei nbursed by the
PACE Program and the General Assistance Programin the
guarter and the difference between the average nmanufacturer
price and 87.5% of that price, after deducting customary
pronpt paynment discounts, for the quarter[, which rebate
shall be applicable for quarters beginning on and after
January 1, 1991].

(2) For quarters beginning after June 30, 1992, the

product of the total nunber of units of each dosage form and

strength rei nbursed by the PACE Program and the Gener al

Assi stance Programin the quarter and the di fference between

19920H2442B3226 - 10 -



1 t he average manufacturer price and 85%of that price, after

2 deducting customary pronpt paynment discounts, for the

3 quarter.

4 (b) Rebate for other drugs.--

5 (1) The armount of the rebate to the Commonwealth for a

6 cal endar quarter with respect to covered prescription drugs

7 whi ch are noni nnovator multipl e-source drugs shall be equal

8 to the product of:

9 (i) the applicable percentage of the average

10 manuf acturer price, after deducting customary pronpt

11 paynent discounts, for each dosage form and strength of
12 such drugs for the quarter; and

13 (ii) the nunmber of units of such form and dosage

14 rei nbursed by the PACE Program and the General Assistance
15 Programin the quarter.

16 (2) For the purposes of paragraph (1), the follow ng

17 shal | apply:

18 (i) The applicable percentage for cal endar quarters
19 begi nning after January 1, 1991, and ending before July
20 1, 1992, is 10%
21 (ii) The applicable percentage for cal endar quarters
22 begi nning after June 30, 1992, is 11%
23 * x *
24 Section 5 6. The act is anmended by addi ng sections to read: <—
25 Section 505.1. Excessive pharnmaceutical price inflation
26 di scount ..
27 (a) Ceneral rule.--A discount shall be provided to the
28 departnent for _all covered prescription drugs. The discount
29 shall be calculated as follows:
30 (1) For each quarter for which a rebate under section
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505(a) and (b) is to be paid after Decenber 31, 1991, the

aver age nmanufacturer price for each dosage form and strength

of a covered prescription drug shall be conpared to the

aver age nmanufacturer price for the sane formand strength in

t he previous cal endar year; and a percentage i ncrease shal

be cal cul at ed.

(2) For each quarter under paradgraph (1), the average

percentage i ncrease in the Consuner Price |ndex-Urban over

the sane quarter in the previous cal endar year shall be

cal cul at ed.

(3) |If the calcul ati on under paragraph (1) is greater

than the cal cul ati on under paraqgraph (2), the di scount anpunt

for each quarter shall be equal to the product of:

(i) the difference between the cal cul ati ons under

par agraphs (1) and (2):; and

(ii) the total number of units of each dosage form

and strength rei nbursed by the PACE Proqgram and Cener al

Assi st ance Program and the average nmanuf acturer price

reported by the manufacturer under section 504(c)(1).

(b) New by-nmarketed drugs. --For covered prescription drugs

t hat have not been nmarketed for a full cal endar year, subsecti on

(a) shall apply after the covered prescripti on drug has been on

the market for four consecutive quarters. The drug's initial

aver age nmanufacturer price shall be based on the first day of

the first quarter that the drug was narket ed.

Secti on 505. 2. Lower ed best price.

(a) GCeneral rule.--1f the rebate under section 505 and the

di scount under section 505.1 would establish a | owered Feder al

best price, as defined in section 1927(c)(1)(C of the Soci al

Security Act (Public Law 74-271, 42 U.S.C. 8 1396r-8(c)(1)(Q)),
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t he manufacturer shall be liable for a total rebate and di scount

in an anpunt that does not reduce the Federal best price for

t hat covered prescription drug.

(b) Procedure.--1f a manufacturer asserts a | owered Feder al

best price under subsection (a), it nust provide substanti al

evi dence of the existing best price within 30 days of the end of

the quarter for which the price is asserted.

(c) Civil penalty.--A manufacturer which provides fal se

i nformati on under this section shall be liable for a civil

penalty in the anount of $50,000. Each item of false infornmation

constitutes a separate viol ation

Section 6 7. Sections 508 and 509 of the act are amended to <—
read:
[ Section 508. Existing agreenents.
Any rebate agreenent between the departnent and a
manuf acturer entered into prior to the effective date of this
chapter shall remain in effect and be considered a rebate
agreenent in conpliance with this chapter until the agreenent
expires or until either party term nates the agreenent.
Section 509. Expiration of chapter.
This chapter shall expire July 1, 1992, unless reenacted by
the General Assenbly.]
SECTION 8. THE ACT | S AMENDED BY ADDI NG A SECTI ON TO READ: <—
SECTION 901.1. RULES AND REGULATI ONS

ALL RULES AND REGULATI ONS PROMULGATED UNDER THI S ACT SHALL BE

SUBJECT TO THE ACT_OF JUNE 25, 1982 (P.L.633, NO 181), KNOMW AS

THE REGULATORY REVI EW ACT, AND TO LEG SLATI VE REVI EW BY THE

AG NG AND YOUTH COW TTEE OF THE SENATE AND THE AG NG AND YOUTH

COW TTEE OF THE HOUSE OF REPRESENTATI VES.

SECTION 9. THE HOUSE OF REPRESENTATI VES, RECOGN ZI NG THE
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OVERSI GHT ROLE THAT THE LEQG SLATI VE BUDGET AND FI NANCE COWM TTEE
HAS W TH REGARD TO THE PROGRAMS AND SERVI CES OF THE DEPARTMENT
OF AG NG Dl RECTS THE LEGQ SLATI VE BUDGET AND FI NANCE COWM TTEE
TO CONDUCT A STUDY OF THE STATE LOTTERY AS I T | MPACTS UPON THE
FUTURE OF PROGRAMS AND SERVI CES FOR OLDER PENNSYLVANI ANS AND THE
POSSI BLE NEED FOR LEGQ SLATI VE ACTI ON AND MAKE A REPORT TO THE
HOUSE OF REPRESENTATI VES NO LATER THAN DECEMBER 31, 1992.
Section # 10. The addition of sections 505.1 and 505. 2 of <—

© o0 N oo o A~ wWw N P

the act shall be retroactive to January 1, 1992.
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Section 8 11. This act shall take effect inmediately. <—
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