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THE GENERAL ASSEMBLY OF PENNSYLVANIA
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AN ACT

Providing for the Comonweal t h pharnmacy program procedures and

pol i ci es;

i mposi ng powers and duties on the Governor's Ofice

of Administration; and providing for a review system
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1 Section 11. Effective date.

2 The General Assenbly of the Conmonweal th of Pennsyl vani a

3 hereby enacts as foll ows:

4 Section 1. Short title.

5 This act shall be known and may be cited as the Commonweal t h
6 Pharmacy Program Procedures and Policies Act.

7 Section 2. Legislative intent (Reserved).

8 Section 3. Definitions.

9 The foll ow ng words and phrases when used in this act shal

10 have the neanings given to themin this section unless the

11 context clearly indicates otherw se:

12 "Conmonweal t h pharnmacy program™ The term shall include:

13 nedical assistance, GENERAL ASSI STANCE, PACE, PACENET, the

14 Special Pharmaceutical Benefit Programin the Departnent of

15 Public Wlfare, the End Stage Renal Programin the Departnent of
16 Health and any ot her pharmacy program adm ni stered by the

17 Commonweal th that is recognized by the Centers for Mdicare and
18 Medicaid as a State pharmaceutical assistance program

19 "Di sease managenent program" A system of coordinated health
20 care interventions and conmuni cati ons desi gned for enhanced
21 health outcones and managi ng costs for populations with
22 conditions where self-care efforts are significant. This program
23 pronotes the physician-patient relationship and plan of care,
24 enphasi zes the prevention of exacerbations and conplications of
25 disease states utilizing patient enpowernent strategies, and
26 evaluates clinical, humanistic and econoni c outcones on an
27 ongoing basis with the goal of inproving overall health.
28 "Health care facility.” A general or specific hospital,
29 including State centers for the nentally retarded and

30 psychiatric hospitals, skilled nursing facilities and
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internediate care facilities, regardl ess of whether such a

facility is for profit, nonprofit or governnental

"Less expensive." The |owest net cost to the Comonweal th

for a Commonweal t h pharnmacy program The net cost shall include
t he amount paid by the Commonwealth to a pharmacy for a drug
under current retail pharmacy rei nbursenment formula | ess any
di scounts or rebates, including those paid during the previous
cal endar quarter and inclusive of all dispensing fees.

"Manuf acturer.” An entity which is engaged in any of the
fol | ow ng:

(1) The production, preparation, propagation,
conmpoundi ng, conversion or processing of prescription drug
products directly or indirectly by extraction from substances
of natural origin, independently by neans of chemi cal
synthesis or by a conbination of extraction and chem cal
synt hesi s.

(2) The packagi ng, repackagi ng, |abeling or relabeling
or distribution of prescription drug products. The term shal
al so include the entity holding legal title to or possession
of the national drug code nunber for the covered prescription
drug. The term does not include a whol esal e distributor of
drugs, drugstore chain organization or retail pharmacy
i censed by the Conmonweal t h.

"National drug code nunmber."” The identifying drug nunber

mai nt ai ned by the Food and Drug Adm nistration. The conplete 11-
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digit nunmber nust include the |abeler code, product code and
package si ze code.

"Office of Adm nistration.” The Covernor's Ofice of
Adm ni stration.

"Preferred pharmacy program”™ Any pharmacy program excl usive
of Commonweal t h pharmacy prograns through which the
Commonweal th, or its affiliates or designees, through a
contractual agreenment purchases or reinburses its affiliates or
desi gnees for a pharmacy benefit. The term may include, but
shall not be limted to, the Public Enpl oyees Benefit Trust
Fund, Children's Health Insurance Program Workers' Conpensation
Program and the Departnent of Corrections. The O fice of
Adm ni stration shall publish in the Pennsylvania Bulletin a
listing of pharmacy prograns that shall be designated preferred
pharmacy prograns within 90 days of the effective date of this
act .

Section 4. Rebates.

(a) Procedures requirenent.--Any Comonweal t h pharmacy or
preferred pharmacy programthat requires a manufacturer to remt
a rebate to the programas a condition of participating in it
shall have a clearly defined rem ttance procedure. The procedure
shall include a process for the efficient collection of rebates
that are not in dispute and a di spute resol ution process.

(b) Uniformty.--The Ofice of Admnistration in
coordination with the correspondi ng departnental oversight
entity shall develop and publish in the Pennsylvania Bulletin a
clearly defined remttance procedure for any Conmonweal t h
pharmacy and preferred pharnmacy programthat does not already
have a procedure in place. The procedure shall include a process

for the efficient collection of rebates that are not in dispute

20050H1052B1872 - 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

and a dispute resolution process. The devel opnent of the
procedure shall include the consideration of need for uniform
procedures. Nothing shall preclude the Ofice of Adm nistration
frominplenenting a uniform procedure for all prograns,
i ncluding those with procedures already in place.

(c) Past due rebates.--The Ofice of Adm nistration shal
have the authority to | evy a surcharge penalty on any
manuf acturer for the collection of past due rebates that are not
in dispute. The penalty may be | evied on any rebate nore than
one year past due. The surcharge shall be in addition to any
interest and penalties authorized under existing | aw or
contractual agreenent.
(1) The surcharge shall be equal to 15% of the principa
owed for each year that the rebate is past due. The
cal cul ation of the surcharge shall be prorated for any
portion of the year that the rebate is past due.
(2) The Ofice of Adm nistration shall not apply the
surcharge to any past due manufacturer's rebates prior to
noti fying the manufacturer of its intent to |evy the
surcharge. The notice shall provide the manufacturer with 96 <—
30 days to satisfy any past due cl ai ns. <—
(d) Prohibition.--Nothing in this section shall be
interpreted to authorize or require the inplenentation of
rebates or supplenental rebates as a condition of participation
in any Conmonweal th pharmacy or preferred pharnmacy program
Section 5. Cost containnment.

(a) Auditing procedures.--The Ofice of Admnistration in
coordination with the correspondi ng departnental oversight
entity shall ensure that a uniform coordinated and standardi zed

audi ti ng procedure be adopted for all Commonweal th pharmacy and
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preferred pharmacy prograns.

(b) dains adjudication.--The Ofice of Adm nistration in
coordination with the correspondi ng departnental oversight
entity shall ensure that a state-of-the-art, online clains
adj udi cation systemis established for all appropriate
Commonweal t h pharmacy and preferred pharnmacy prograns. Not hi ng
shall preclude the Ofice of Adm nistration from adopting
successful systenms currently utilized in a Conmonweal th pharmacy
program as a uniform procedure for all prograns, including those
wi th procedures already in place.

(c) Drug utilization review system--The Ofice of
Adm ni stration in coordination with the correspondi ng
departnmental oversight entity shall ensure that a state-of-the-
art, outcone-based, regul atory nodel ed, therapeutic drug
utilization review systemis established to nonitor and correct
m sutilization of drug therapies for all appropriate
Commonweal th pharmacy and preferred pharmacy prograns. The
system shal | provi de prospective and retrospective anal ysis of
potentially dangerous drug interactions, duplicative therapies,
maxi mum al | owabl e dosi ng, therapy duration, acute to naintenance
t herapy and drug utilization. Nothing shall preclude the Ofice
of Administration from adopting successful systens currently
utilized in a Comonweal t h pharnmacy programas a uniform
procedure for all prograns, including those with procedures
al ready in place.

(d) Surveillance utilization review system--The Ofice of
Adm ni stration in coordination with the correspondi ng
departnental oversight entity shall ensure that a surveillance
utilization review systemis established to nonitor, identify

and investigate potential msutilization or deficiencies in the
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| evel of care. The system shall nonitor potential fraud and
abuse by enroll ees, providers and prescribers for all
appropriate Conmonweal th pharnmacy and preferred pharmacy
progranms. Nothing shall preclude the Ofice of Adm nistration
from adopti ng successful systens currently utilized in a
Commonweal t h pharmacy program as a uni form procedure for all
prograns, including those with procedures already in place.

(e) Mandatory generic substitution.--The Ofice of
Adm nistration in consultation with the Departnent of Health and
in coordination with the appropriate correspondi ng depart nent al
oversight entity shall provide for a procedure to ensure that,

not wi t hst andi ng provisions of the act of Novenber 24, 1976

(P.L.1163, No.259), referred to as the CGeneric Equival ent Drug

Janvary—1—20074—Fhis—restrietion—shal—+nelude- LAW A BRAND <—
NAME PRODUCT SHALL BE DI SPENSED AND NOT SUBSTI TUTED W TH AN A-

RATED GENERI C THERAPEUTI CALLY EQUI VALENT DRUG IF I T | S LESS
EXPENSI VE TO THE COMVONVEALTH PHARVACY PROGRAM

(F) ACCESS RESTRI CTI ONS. - - EXCEPT AS PROVIDED IN TH S
SECTI ON, A COMVONVEALTH PHARVACY PROGRAM SHALL NOT | NSTI TUTE ANY
NEW ACCESS RESTRI CTI ONS FOR ENROLLEES. THI S LI M TATI ON SHALL
I NCLUDE THE | MPLEMENTATI ON OF SCRI PT LI M TATI ONS, DRUG
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1 FORMULARI ES OR PREFERRED DRUG LI STS ON OR BEFORE JANUARY 1,

2 2007. TH' S RESTRI CTI ON SHALL ALSO | NCLUDE

3 (1) Any policy nodifications to existing prior

4 aut hori zati on procedures.

5 (2) The application for any approval of nodifications to

6 its State plan as provided for in the Social Security Act (49

7 Stat. 620, 42 U.S.C. 8 301 et seq.) pertaining to the

8 reirburserent—for— rebate on or access to pharmaceuticals in <—
9 a Commonweal t h phar macy program

10 (3) The inplenentation of any approval of nodifications

11 toits State plan as provided for in Ch. 7 Subch. Xl X of the

12 Soci al Security Act pertaining to the reiwburserent—for— <—
13 rebate on or access to pharnmaceuticals in a Commonweal th

14 phar macy program

15 (4) Nothing in this section shall preclude the adoption

16 of a new or revised procedure for the reinbursenent for,

17 rebate on or access to pharnmaceuticals in a Commonweal th

18 phar macy program provi ded that the adoption of such change is

19 requi red by Federal [|aw.
20 (g) Access restrictions after January 1, 2007.--H—ether <—
21 eest-savihRgARaSHHes—are—net—+dent+ied—the
22 (1) THE Conmmonweal th nmay institute or adopt any new <—
23 restrictions, drug formulary, preferred drug list or any
24 ot her substitution process for the purchase of er <—
25 reirburserent—for pharnmaceuticals by a Commonweal t h phar macy
26 program after January 1, 2007, provided that the General
27 Assenbly does not object to the adoption of such a procedure.
28 h—Net+ee—and-procedure— <—
29 (2) The Ofice of Admi nistration in coordination with <—
30 t he correspondi ng departnmental oversight entity shall notify
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the Mpjority Leader and the Mnority Leader of the Senate and
the Mpjority Leader and the Mnority Leader of the House of
Representati ves upon the adoption of any access restriction
as outlined in subsection (f). Upon receipt of the
notification, the General Assenbly nmay overturn the
restriction, provided that it adopts a concurrent resol ution
within 25 |l egislative days of receiving notice.

(3) THE DEPARTMENT SHALL NOT | MPLEMENT A PREFERRED DRUG
LI ST, FORMULARY, SUBSTI TUTI ON PROCESS OR PRI OR AUTHORI ZATI ON
PROCCEDURE FOR THE FOLLOW NG

(1) A CENTRAL NERVOUS SYSTEM PRESCRI PTI ON DRUG THAT
I'S CLASSI FI ED AS AN ANTI CONVULSANT, ANTI DEPRESSANT,

ANTI PSYCHOTI C OR A NONCONTROLLED SUBSTANCE ANTI - ANXI ETY
DRUG I N A GENERALLY ACCEPTED STANDARD MEDI CAL REFERENCE.

(I'') A PRESCRI PTI ON DRUG THAT | S CRCSS- | NDI CATED FOR
A CENTRAL NERVOUS SYSTEM DRUG EXEMPTED UNDER CLAUSE (1)
AS DOCUMENTED I N A GENERALLY ACCEPTED STANDARD MEDI CAL
REFERENCE.

(I'r1) A PRESCRI PTI ON DRUG THAT | S USED AS AN
I MMUNCSUPPRESSANT.

(1'V)  UNLESS THE PRESCRI PTI ON DRUG I S A CONTROLLED
SUBSTANCE OR THE PRESCRI PTI ON DRUG | S BEI NG PRESCRI BED TO
TREAT A CONDI TI ON THAT IS EXCLUDED FROM COVERAGE UNDER
TH S ACT, A PRESCRI PTI ON DRUG THAT IS RECOGNI ZED I N A
CENERALLY ACCEPTED STANDARD MEDI CAL REFERENCE AS
EFFECTI VE | N THE TREATMENT OF CONDI TI ONS SPECI FI ED I N THE
MOST RECENT DI AGNCSTI C AND STATI STI CAL MANUAL OF MENTAL
DI SORDERS PUBLI SHED BY THE AMERI CAN PSYCHI ATRI C
ASSOCI ATI ON.  THE DEPARTMENT OR THE DEPARTMENT' S AGENT
SHALL NOT DENY A REQUEST FOR PRI OR AUTHCORI ZATI ON OF A

20050H1052B1872 - 9 -
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CONTROLLED SUBSTANCE UNDER THI S SUBSECTI ON UNLESS THE
DEPARTMENT OR THE DEPARTMENT' S AGENT DETERM NES THAT THE
CONTROLLED SUBSTANCE OR THE DOSAGE OF THE CONTROLLED
SUBSTANCE BEI NG PRESCRI BED |'S NOT CONSI STENT WTH I TS
LI CENSED | NDI CATI ONS OR W TH GENERALLY ACCEPTED MEDI CAL
PRACTI CE AS DOCUMENTED I N A STANDARD MEDI CAL REFERENCE
(V) A PRESCRI PTI ON DRUG THAT IS RECOGNI ZED I N A
CENERALLY ACCEPTED STANDARD MEDI CAL REFERENCE FOR THE
TREATMENT OF AND |'S BEI NG PRESCRI BED TO A PATI ENT FOR THE
TREATMENT OF HUMAN | MMUNODEFI Cl ENCY VI RUS, ACQUI RED
| MMUNE DEFI CI ENCY SYNDROVE OR OPPORTUNI STI C | NFECTI ONS.
Section 6. Disease nmanagenent.

(a) Authorization.--The Ofice of Adm nistration in
coordination with the correspondi ng departnental oversight
entity shall evaluate the feasibility and fiscal inpact of
i npl enenting a di sease managenent program for Commonweal t h
pharmmacy and preferred pharmacy prograns. \When appropriate, the
Ofice of Adm nistration shall provide for the contracting for,
the inplenmentation of and the adm nistrati on of disease
managemnment prograns. The contracting for the services may
i nclude the bundling of multiple Commonweal th pharmacy and
preferred pharmacy prograns.

(b) Program--A di sease managenent program shall i ncl ude:

(1) A population identification process; collaborative
practice nodels to include physicians and support-service
provi ders; patient self-nmanagenent education, including
primary prevention, behavior nodification prograns and

conpl i ance-surveill ance; process and outconmes mneasurenent,

eval uati on and managenent; and periodic reporting, including

comuni cation with patient, physician, health plan and
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ancillary providers and practice profiling.

(2) A disease managenent program may be established to

i nclude any of the follow ng conditions: asthma, diabetes,

mental health, congestive heart failure, chronic obstructive

pul nonary di sease, coronary artery di sease, chronic kidney

di sease and hi gh-ri sk pregnanci es.

Section 7. Recycling.

(a) Authorization.--The Ofice of Admnistration in
coordination with the correspondi ng departnental oversight
entity shall evaluate the feasibility and fiscal inpact of
i npl enenti ng a pharmaceutical recycling programfor the
redi stribution of prescription drugs at health care facilities
or State correctional facilities for enrollees of Commobnweal th
pharmmacy and preferred pharnmacy prograns. The Ofice of
Adm ni stration shall have the i mrediate authority to provide for
the contracting for, the inplenentation of and the
adm ni stration of a pharmaceutical recycling pilot programin
State correctional facilities. Upon the conpletion of the
studi es provided for in subsection (f), the Ofice of
Adm ni stration may expand the recycling programto other health
care facilities. The establishnment of such a program nmay be
limted to specific classes of enrollees or specific categories
of health care facilities.

(b) Program--Each health care facility or State
correctional facility may be required to return to the
appropriate vendor pharmacy, for initial repackaging by that
vendor pharmacy and redistribution to that health care facility
or State correctional facility, prescription drug products which
are suitable for redistribution. The redistribution of

prescription drug products shall only occur if the products are:
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(1) Not controlled substances.

(2) Sealed in individually packaged units.

(3) Returned to the vendor pharmacy at | east 90 days
prior to the expiration of the recommended period of shelf
life for the purpose of redispensing such drug products.

(4) Oal and parenteral nedication in single-dose seal ed
cont ai ners approved by the FDA, topical or inhalant drug
products in units of use containers approved by the FDA or
parenteral nedications in multiple-dose seal ed containers
approved by the FDA from which no doses have been w t hdrawn.

(5) Subject to a stringent pedigree papers process which
docunents the product's chain of possession, when it was | ast
repackaged, the drug product’'s | ot nunber and the drug
product's expiration date.

(c) Scope.--The determ nation of which products and
facilities that may be included in the programshall include a
speci fic costs benefit analysis for each category of health care
facility and class of a pharmacy programenrollee. In order to
enhance the cost-effectiveness of the recycling program and
maxi m ze patient safety, the scope of prescription drugs covered
may be |imted.

(d) Fees.--The program shall establish by regul ation or
contract an appropriate fee schedule for vendors utilized in the
col l ection, redistribution and tracking of pharnmaceutical s
i ncluded within the program

(e) Prohibition.--Nothing in this section shall require a
pharmaceuti cal manufacturer to provide a rebate based on the
reuse and redistribution of any unused drug as authorized in
this section.

(f) VLiability.--No pharmaceutical manufacturer shall be
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liable for any claimor injury arising fromthe transfer of any
prescription drug pursuant to the provision of this act,
including, but not limted to, liability for failure to transfer
or conmuni cate product or consumer information regarding the
transferred drug, as well as the expiration date of the
transferred drug.

(g) Studies.--

(1) No sooner than one year after the initial
i npl enentation of the recycling pilot program authorized by
subsection (a) the Ofice of Adm nistration shall eval uate
the fiscal inpact of the pilot program and determ ne the
feasibility of establishing such a programin other health
care facilities.

(2) In conjunction with the pilot program s anal ysis,
the Ofice of Administration in consultation with
representatives of the pharnmaceutical manufacturers and
di spensi ng pharmaci sts shall provide recomrendati ons on
suggested revisions to the practices and protocols for the
packagi ng and distribution of pharmaceuticals that could
further enhance the cost-effectiveness of a recycling
program

(3) Upon the conpletion of the studies provided for in
this section, copies of the studies shall be transmtted to
the chairman and mnority chairman of the Appropriations
Committee of the Senate, the chairman and mnority chairnman
of the Public Health and Welfare Committee of the Senate, the
chai rman and m nority chai rman of the Appropriations
Committee of the House of Representatives and the chairman
and mnority chairman of the Health and Human Services

Committee of the House of Representatives.
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1 Section 8. Reporting.

2 No later than two years fromthe effective date of this act,
3 the Ofice of Admnistration in coordination with the

4 correspondi ng departnental oversight entities shall submt a

5 report to the chairman and m nority chairman of the

6 Appropriations Commttee of the Senate, the chairmn and

7 mnority chairman of the Public Health and Welfare Comm ttee of
8 the Senate, the chairman and mnority chairman of the

9 Appropriations Commttee of the House of Representatives and the
10 chairman and mnority chairman of the Health and Human Servi ces
11 Committee of the House of Representatives evaluating the fiscal
12 inpact of inplenmenting the various provisions of this act and
13 nmaking reconmmendations to the CGeneral Assenbly for enhancing the
14 efficacy of this act.

15 Section 9. Rules and regul ati ons.

16 The O fice of Adm nistration shall promul gate rules—and

17 regulations to admnister this act.

18 Section 10. Severability.

19 The provisions of this act are severable. |If any provision of
20 this act or its application to any person or circunstance is
21 held invalid, the invalidity shall not affect other provisions
22 or applications of this act which can be given effect w thout
23 the invalid provision or application.
24 Section 11. Effective date.
25 This act shall take effect inmediately.
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