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AN ACT

Provi di ng for pharmaceutical assistance for the elderly, for
pharmaceutical purchasing, for limted prescription drug
redistribution within certain health care facilities and for
pharmaceutical practices and cost control program inmposing
addi ti onal powers and duties on the Departnment of Aging, the
Department of Health, the Departnent of Public Wl fare and
the Secretary of Adm nistration; and nmaki ng repeals.

TABLE OF CONTENTS

Chapter 1. Prelimnary Provisions

Section 101. Short title.

Chapter 3. Pharnaceutical Mtters
Subchapter A. Pharmaceutical Assistance for the Elderly

Section 301. Legislative findings.

Secti on 302. Definitions.



1 Section 303. Determnation of eligibility.

2 Section 304. Physician and pharmacy participation.
3 Section 305. Drug utilization review system

4 Section 306. Reduced assi stance.

5 Section 307. Rebates for expenses prohibited.

6 Section 308. Request for proposal.

7 Section 309. Program generally.

8 Section 310. Ceneric drugs.

9 Section 311. Supply.

10 Section 312. Mil order system

11 Section 313. Indication of price.

12 Section 314. Rei nbursenent.

13 Section 315. Nonliability.

14 Section 316. |Incone verification.

15 Section 317. Contract.

16 Section 318. The Pharnmaceutical Assistance Contract for the
17 El derly Needs Enhancenent Tier.

18 Section 319. Board.

19 Section 320. Penalties.
20 Section 321. Prescription Drug Education Program
21 Section 322. Qutreach program
22 Section 323. Accountability.
23 Subchapter B. Prudent Pharmaceutical Purchasing
24 Section 341. Definitions.
25 Section 342. Rebate agreenent.
26 Section 343. Disposition of funds.
27 Subchapter C. Pharmacy Best Practices and Cost Control
28 Program
29 Section 361. Definitions.

30 Section 362. Committee.
20030H0888B1044 - 2 -



© 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

Section 363. Program

Chapter 51. M scell aneous Provisions
Section 5101. Federal prograns.
Section 5102. Repeals.

Section 5103. Effective date.

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

CHAPTER 1
PRELI M NARY PROVI SI ONS
Section 101. Short title.
This act shall be known and may be cited as the
Phar maceuti cal Reform Act.
CHAPTER 3
PHARMACEUTI CAL MATTERS
SUBCHAPTER A
PHARMACEUTI CAL ASSI STANCE FOR THE ELDERLY
Section 301. Legislative findings.

Fi ndi ng that an increasing nunber of this Conmonwealth's
elderly citizens who are living on fixed incones are
experiencing difficulties in neeting the costs of life-
sustai ning prescription drugs, the General Assenbly, inits
responsibilities to provide for the health, welfare and safety
of the residents of this Conmonweal th, hereby continues a
limted State pharnaceutical assistance programfor the elderly.
Section 302. Definitions.

The foll ow ng words and phrases when used in this subchapter
shall have the neanings given to themin this section unless the
context clearly indicates otherw se:

"A-rated generic therapeutically equivalent drug."” A drug

product that the Comm ssioner of Food and Drugs of the United
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St ates Food and Drug Adm ni stration has approved as safe and
effective and has determined to be therapeutically equivalent,
as listed in "The Approved Drug Products with Therapeutic
Equi val ence Eval uati ons” (Food and Drug Adm ni stration "Orange
Book"), with a specific "A" code designation only.

"Aver age whol esale cost."” The cost of a dispensed drug based
upon the price published in a national drug pricing systemin
current use by the Departnent of Aging as the average whol esal e
price of a prescription drug in the nost commobn package si ze.

"“Average whol esale price."” Average whol esal e cost.

"Board." The Pharnmaceutical Assistance Revi ew Board.

"CM5." Center for Medicare and Medicaid Services.

"Departnment."” The Departnent of Aging of the Commonweal th.

"Eligible claimant.” A resident of this Commonweal th for no
| ess than 90 days, who is 65 years of age and ol der, whose
annual inconme is |ess than the maxi mum annual incone and who is
not otherwi se qualified for public assistance under the act of
June 13, 1967 (P.L.31, No.21), known as the Public Wl fare Code.

"FDA." The United States Food and Drug Adm nistration of the
Public Health Service of the Departnent of Health and Human
Servi ces.

"I ncone.” Al income from whatever source derived,
including, but not limted to, salaries, wages, bonuses,
commi ssions, income from self-enpl oynent, alinony, support
noney, cash public assistance and relief, the gross anount of
any pensions or annuities, including railroad retirenent
benefits, all benefits received under the Social Security Act
(49 Stat. 620, 42 U S.C. 8§ 301 et seq.) except Medicare
benefits, all benefits received under State unenpl oynment

i nsurance |laws and veterans' disability paynments, all interest
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1 received fromthe Federal Governnent or any state governnent or
2 any instrunmentality or political subdivision thereof, realized

3 capital gains, rentals, worknmen' s conpensation and the gross

4 amount of loss of time insurance benefits, |life insurance

5 benefits and proceeds, except the first $5,000 of the total of

6 death benefits paynents, and gifts of cash or property, other

7 than transfers by gift between nenbers of a household, in excess
8 of a total value of $300, but does not include surplus food or

9 other relief in kind supplied by a governnment agency or property
10 tax rebate.

11 “"Mail service program™ A programset forth in section 312
12 to dispense prescription drugs by postal delivery service

13 designated and adm nistered by the departnment and any entity

14 wth which it contracts, upon an enrollee's subm ssion of a

15 prescription and the applicabl e copaynent.

16 “Mai nt enance drug." A prescription drug prescribed to an

17 individual for a chronic condition the use of which is nedically
18 necessary for a consecutive period of at |east 60 days.

19 "“Maxi mum annual inconme."” For PACE eligibility, annual incone
20 which shall not exceed $14,000 in the case of single persons nor
21 $17,200 in the case of the conbi ned annual income of persons
22 married to each other. Persons may, in reporting income to the
23 Departnent of Aging, round the anpbunt of each source of incone
24 and the incone total to the nearest whol e dollar, whereby any
25 anount which is less than 50¢ is elimnated.
26 "PACE." The Pharmaceutical Assistance Contract for the
27 Elderly program provided for in this subchapter.
28 "PACENET." The Pharnmaceutical Assistance Contract for the
29 Elderly Needs Enhancenent Tier provided for in this subchapter.
30 "Pharmacy."” A pharmacy licensed by the Commonweal t h.
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"Prescription drug.” All drugs requiring a prescription in
this Commonweal th, insulin, insulin syringes and insulin
needl es. Experinmental drugs or drugs prescribed for winkle
removal or hair growh are prohibited.

"Private contractor."™ A person, partnership or corporate
entity that enters into a contract with the Cormonwealth to
provi de services under the provisions of this subchapter.

"Program " The Pharmaceutical Assistance Contract for the
El derly (PACE) and the Pharmaceutical Assistance Contract for
the El derly Needs Enhancenment Tier (PACENET) as established by
this subchapter, unless otherw se specified.

"Provider." A pharmacy or dispensing physician enrolled as a
provider in the program
Section 303. Determnation of eligibility.

The departnent shall adopt regulations relating to the
determi nation of eligibility of prospective claimnts and
provi ders, including dispensing physicians, and the
determi nation and elim nation of program abuse. To this end, the
departnent shall establish a conpliance unit staffed
sufficiently to fulfill this responsibility. The depart nment
shall have the power to declare ineligible any claimnt or
provi der who abuses or m suses the established prescription
pl an. The departnent shall have the power to investigate cases
of suspected provider or recipient fraud.

Section 304. Physician and pharnmacy participation.

Any physi ci an, pharmaci st, pharmacy or corporati on owned in
whol e or in part by a physician or pharnacist enrolled as a
provider in the programor that has prescribed nedication for a
claimant in the programwho is precluded or excluded for cause

fromthe Departnment of Public Welfare' s nmedical assistance
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program shal |l be precluded or excluded fromparticipation in the
program No physician precluded or excluded fromthe Depart nent
of Public Welfare's medical assistance program shall have clains
resulting fromprescriptions paid for by the program

Section 305. Drug utilization review system

The departnent shall ensure that a state-of-the-art
t herapeutic drug utilization review systemis established to
nmonitor and correct msutilization of drug therapies.

Section 306. Reduced assi stance.

Any eligible clainmnt whose prescription drug costs are
covered in part by any other plan of assistance or insurance may
be required to receive reduced assi stance under the provisions
of this subchapter
Section 307. Rebates for expenses prohibited.

A system of rebates or reinbursenents to the claimant for
prescription drugs shall be prohibited.

Section 308. Request for proposal.

(a) GCeneral.--The departnent shall prepare a request for
proposal for the purpose of providing pharnaceutical assistance
for the elderly within this Conmonweal th. Upon the adoption of
t he General Fund budget, the Departnment of Revenue shall be
authorized to transmt the appropriated funds in the State
Lottery Fund to the State Treasurer to be deposited in the
Phar maceuti cal Assistance Contract for the Elderly Fund. This
fund shall consist of appropriations and interest and shall be
created by the State Treasurer to fund the operations of the
program by the departnment and the private contractor. Funds not
expended in the fiscal year in which they were appropriated
shall not | apse and shall be available for use in the next

fiscal year.
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(b) Additional requests.--To provide for the continued
operation of the program the departnent shall prepare, as
needed, requests for proposals, in addition to that set forth in
subsection (a), for the purpose of providing pharmaceuti cal
assistance for the elderly within this Commonweal th. A request
for proposal shall require potential private contractors to
submt a proposal for a period of tinme and with nonetary
l[imtations as determ ned by the departnent. Upon the enact nent
of an appropriation fromthe State Lottery Fund, the Departnment
of Revenue shall be authorized to transmt the appropriated
anount to the State Treasurer to be deposited in the
Phar maceuti cal Assistance Contract for the Elderly Fund. Funds
not expended in the fiscal year in which they were appropriated
shall not | apse and shall be available for use in the next
fiscal year.

Section 309. Program generally.

(a) Paraneters of program--The program shall include the
fol | ow ng:

(1) Participating pharmacies shall be paid within 21
days of the contracting firmreceiving the appropriate
substanti ation of the transaction. Pharmacies shall be
entitled to interest for paynment not made within the 21-day
period at a rate approved by the board.

(2) Collection of the copaynent by pharnacies shall be
mandat ory.

(3) Senior citizens participating in the program are not
required to maintain records of each transaction.

(4) A systemof rebates or reinbursenents to eligible
clai mants for pharnmaceuti cal expenses shall be prohibited.

(5) There shall be the follow ng copaynents:
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1 (i) For generic drugs - $5.

2 (ii) For preferred drug list drugs - $10.

3 (ti1) For drugs which are not on the preferred drug
4 list - $15.

5 (6) Paynments as foll ows:

6 (1) Except as provided in subparagraph (ii), to

7 pharmaci es on behalf of eligible claimants for costs of
8 the prescription drug in excess of the copaynent as

9 provi ded in subsections (b) and (c), plus a dispensing
10 fee of $3.50 or the dispensing fee established by the

11 departnment by regul ati on, whichever is greater.

12 (i1i) For A-rated generic therapeutically equival ent
13 drugs, to pharnacies on behalf of eligible claimnts for
14 the upper limts established under 42 CFR § 447. 332

15 (relating to upper limts for nmultiple source drugs),

16 plus a dispensing fee of $4 or the dispensing fee

17 established by the departnent by regul ations, whichever
18 is greater.

19 (7) In no case shall the Commonweal th or any person
20 enrolled in the programbe charged nore than the price of the
21 drug at the particular pharnacy on the date of the sale.
22 (b) Multiple-source drugs.--Except for brand name drugs that

23 are certified in accordance with subsection (d), the departnent
24 paynment for nultiple-source drugs nust not exceed the anmount

25 that would result fromthe application of the specific limts
26 established in accordance with subsection (e). If a specific
27 limt has not been established under subsection (e), then the
28 rule for "other drugs" set forth in subsection (c) applies.

29 (c) Oher drugs.--The departnent paynments for brand nane
30 drugs certified in accordance with subsection (d) and drugs
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1 other than nmultiple-source drugs for which a specific limt has
2 been established under subsection (e) nust not exceed in the

3 aggregate paynent |evels that the departnent has determ ned by
4 applying the | ower of the:

5 (1) Estimated acquisition costs plus reasonabl e

6 di spensi ng fees established by the departnent.

7 (2) Providers' usual and custonmary charges to the

8 general public.

9 (d) Certification of brand-nanme drugs.--

10 (1) The upper limt for paynments for nultiple-source

11 drugs for which a specific |imt has been established under
12 subsection (e) does not apply if a physician certifies in his
13 or her own handwiting that a specific brand is nedically

14 necessary for a particular recipient.

15 (2) The departnent nust decide what certification form
16 and procedure are used.

17 (3) A checkoff box on a formis not acceptable but a

18 notation |ike "brand necessary” is allowable.

19 (4) The departnment nay allow providers to keep the
20 certification fornms if the forms will be available for
21 i nspection by the departnent.
22 (e) Establishnent and issuance of a listing of multiple-
23 source drugs. --
24 (1) The department will use the CV5 listings that
25 identify and set upper limts for nmultiple-source drugs that
26 neet the follow ng requirenents:
27 (1) Al of the formulations of the drug approved by
28 t he Food and Drug Adm nistration (FDA) have been
29 eval uated as therapeutically equivalent in the nost
30 current edition of their publication, Approved Drug
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Products with Therapeutic Equi val ence Eval uati ons,
i ncl udi ng suppl enents or in successor publications.
(i1i) At least three suppliers list the drug, which
has been classified by the FDA as category "A" in its
publ i cation, Approved Drug Products with Therapeutic
Equi val ence Eval uations, including supplenments or in
successor publications, based on all |istings contained
in current editions, or updates, of published conpendi a
of cost information for drugs available for sale
national ly.
(2) The department publishes the list of nultiple-source
drugs for which upper limts have been established and any
revisions to the list in Medicaid programinstructions.
(3) The department will identify the sources used in
conpiling these |ists.
Section 310. Generic drugs.

(a) General.--Notwthstanding any other statute or
regul ation, if an A-rated generic therapeutically equival ent
drug is available for dispensing to a claimant, the provider
shal | dispense the A-rated generic therapeutically equival ent
drug to the clainmant. The departnent shall not reinburse
provi ders for brand name products except in the follow ng
ci rcumnst ances:

(1) There is no A-rated generic therapeutically
equi val ent drug avail able on the market. This paragraph does
not apply to the lack of availability of an A-rated generic
t herapeutically equivalent drug in the providing pharmacy
unless it can be shown to the departnent that the provider
made reasonable attenpts to obtain the A-rated generic

t herapeutically equivalent drug or that there was an

20030H0888B1044 - 11 -



© o0 N oo o A~ wWw N P

N NN N N NN R R P R R PR R R
o 0o A W DN PP O © 0o N oo 0o W DN~ O

27
28
29

unf or eseeabl e demand and depl etion of the supply of the A-
rated generic therapeutically equivalent drug. In either

case, the departnent shall reinburse the provider for 90% of
t he average whol esal e cost plus a dispensing fee based on the
| east expensive A-rated generic therapeutically equival ent
drug for the brand drug di spensed.

(2) An A-rated generic therapeutically equival ent drug
is deenmed by the departnment, in consultation with a
utilization review commttee, to have too narrow a
t herapeutic index for safe and effective dispensing in the
community setting. The department shall notify providing
pharmaci es of A-rated generic therapeutically equival ent
drugs that are identified pursuant to this paragraph on a
regul ar basis.

(3) The Department of Health has determ ned that a drug
shall not be recognized as an A-rated generic therapeutically
equi val ent drug for purpose of substitution under section
5(b) of the act of Novenber 24, 1976 (P.L.1163, No.259),
referred to as the Generic Equival ent Drug Law.

(4) At the tine of dispensing, the provider has a
prescription on which the brand name drug di spensed is billed
to the program by the provider at a usual and customary
charge which is equal to or less than the | east expensive
usual and customary charge of any A-rated generic
t herapeutical ly equival ent drug reasonably avail able on the
mar ket to the provider.

(b) Copaynent.--1f a claimant chooses not to accept the A-

rated generic therapeutically equival ent drug required by

subsection (a), the claimant shall be liable for the copaynent

30 and 70% of the average whol esal e cost of the brand nanme drug.
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(c) Substitution or construction.--The dispensing of an A-
rated generic therapeutically equivalent drug in accordance wth
this subchapter shall not be deened incorrect substitution under
section 6(a) of the Generic Equival ent Drug Law.

(d) Medical exception.--A nedical exception process shall be
establ i shed by the departnent, which shall be published as a
notice in the Pennsylvania Bulletin and distributed to providers
and recipients in the program
Section 311. Supply.

(a) Requirenent.--Except as set forth in subsection (b),
prescription benefits for any single prescription shall be
l[imted to a 30-day supply of the prescription drug or 100
units, whichever is less for acute conditions.

(b) Exceptions.--

(1) In the case of diagnosis for acute conditions,
prescription benefits for any single prescription shall be
limted to a 15-day supply.

(2) Subsection (a) shall not apply to topical ointnents
or gels which are not available in containers which neet the
size and supply restrictions set forth in subsection (a).

(c) Subsection (a) does not apply to contracts under section
312(c).

Section 312. Mil service program

(a) GCeneral rule.--The departnment shall require the use of a
mai | service program for maintenance drugs for eligible
claimants. Only nmil order pharmacy services provided by
phar maci es which are licensed by the Commonweal th and whi ch have
their principal place of business within this Comonweal th may
partici pate as providers under the program

(b) M ninmum standards of practice.--The departnent shal
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devel op and promnul gate specific regul ati ons governing the
practice of mail order pharnmacy and other enrolled providers to
i nclude the foll ow ng m nimum standards of practice to ensure
the health, safety and welfare of program participants:
(1) The appropriate nmethod by which pharmaci es verify
the identity of the eligible claimnt and the authenticity of
prescriptions received.
(2) The appropriate nmethod by which pharmacies mail or
deliver prescription drugs ensuring, to the maxi mum extent
possi bl e, that the intended eligible claimant is the actual
ultimate recipient of any prescription dispensed.
(3) The appropriate nmethod by which pharmaci es
communicate with eligible claimnts in energency situations.
(c) N nety-day supply.--The departnent shall negotiate mai
order contracts to provide a 90-day supply of drugs to eligible
claimants at a single copaynent rate equal to a 30-day supply
for each order

(d) Requirenment.--An eligible claimant shall use the mai
service programif the eligible claimnt:

(1) wutilizes a maintenance drug;

(2) bhas filled a prescription; and

(3) has refilled the prescription under paragraph (2) at
| east once.

(e) Rebates.--A mail order contract must include a rebate
fromthe prescription drug manufacturer. The rebate nust be at
| east as nuch as foll ows:

(1) For a brand-nanme drug, the sum of subparagraphs (i)
and (ii):

(i) A dispensing fee of at |east $6.

(ii) The difference between:
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(A) the average whol esale price; and
(B) 20% of that price.
(2) For a generic drug, the sum of subparagraphs (i) and

(ii):

(i) A dispensing fee of at |east $6.

(i1i) The difference between:
(A) the average whol esale price; and
(B) 50% of that price.

(f) Negotiated paynents.--The departnent shall not
di scri m nate agai nst a pharnacy that agrees to accept negoti ated
paynent levels with the same ternms and conditions and to adhere
to quality standards established by the PACE and PACENET
progr ans.

Section 313. Indication of price.

The retail price of the prescription shall be indicated on
the | abel of the prescription container or furnished by separate
receipt.

Section 314. Rei nmbursenent.

For-profit third-party insurers and not-for-profit
prescription plans shall be responsible for any paynents nade to
a providing pharmacy on behalf of a clainmant covered by such a
third party.

Section 315. Nonliability.

(a) GCeneral.--Any person rendering service as a nenber of a
utilization review commttee for this program shall 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
committee except any acts or om ssions intentionally designed to
harm or any grossly negligent acts or om ssions which result in

harmto the person receiving such service.
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(b) Departnent personnel.--Any officer or enployee of the
departnment 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 nmenber 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 harmor any grossly
negligent acts or om ssions which result in harmto the person
recei ving such service.

Section 316. |Incone verification.

(a) GCeneral.--The departnent shall annually verify the
income of eligible claimants by requiring i ncome docunentation
fromthe claimnts. An application for benefits under this
subchapter shall constitute a waiver to the departnent of al
rel evant confidentiality requirenments relating to the claimnt's
Pennsyl vania State inconme tax information in the possession of
t he Departnent of Revenue. The Departnment of Revenue shal
provi de the departnent with the necessary incone informtion
shown on the claimnt's Pennsylvania State inconme tax return
solely for inconme verification purposes.

(b) Unlawful act.--I1t shall be unlawful for any officer,
agent or enployee of the department to divul ge or make known in
any manner what soever any information gained through access to
t he Departnent of Revenue information except for official income
verification purposes under this subchapter.

(c) Penalty.--A person who violates this chapter commts a
m sdeneanor and shal |, upon conviction, be sentenced to pay a
fine of not nore than $1,000 or to inprisonnent for not nore
t han one year, or both, together with the cost of prosecution,

and, if the offender is an officer or enployee of the
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Commonweal th, he shall be dism ssed fromoffice or discharged
from enpl oynent.

(d) Coordination of effort.--To the extent possible, the
departnment and the Departnent of Public Welfare shall coordinate
efforts to facilitate the application and enrollnment of eligible
ol der people in the Medicaid Healthy Horizons Program by
processi ng these applications at senior citizens centers and
ot her appropriate facilities providing services to the elderly.
Section 317. Contract.

The departnent is authorized to enter into a contract
providing for prescription drugs to eligible persons pursuant to
this subchapter. The departnent shall select a proposal that
includes, but is not limted to, the criteria set forth in this
subchapt er
Section 318. The Pharmaceutical Assistance Contract for the

El derly Needs Enhancenent Tier.

(a) Establishnent.--There is hereby established within the
departnment a programto be known as the Pharnmaceuti cal
Assi stance Contract for the Elderly Needs Enhancenent Tier
( PACENET) .

(b) Eligibility.--A claimant with an annual incone of not
| ess than $17,000 and not nore than $20,000 in the case of a
singl e person and of not |ess than $20,001 and not nore than
$23,200 in the case of the conbined i ncone of persons married to
each other shall be eligible for enhanced pharmaceuti cal
assi stance under this section. A person nmay, in reporting incone
to the departnment, round the anount of each source of incone and
the incone total to the nearest whole dollar, whereby any anount
which is less than 50¢ is elimnated.

(c) Requirenents.--Upon enrollnment in PACENET, eligible
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claimants in the incone ranges set forth in subsection (b) shal
be required to nmeet a nonthly deductible in unreinbursed
prescription drug expenses of $50 per person per nonth. To
qualify for the deductible set forth in this subsection the
prescription drug nust be purchased for the use of the eligible
claimant froma provider as defined in this subchapter. The
departnent, after consultation with the board, nay approve an
adj ustnment in the deductible on an annual basis.

(d) Copaynents.--The followi ng are the copaynents:

(1) For generic drugs - $6.

(2) For preferred drug list drugs - $12.

(3) For drugs which are not on the preferred drug |ist -
$18.

Section 319. Board.

(a) GCeneral.--The Pharmaceutical Assistance Review Board is
continued to ensure that the programis providing and continues
to provide the assistance intended in a fiscally responsible
manner W t hout excessively hanpering the pharmaceuti cal
i ndustry.

(b) Menbership.--The board shall be conprised of the
foll ow ng ei ght persons:

(1) The Secretary of Aging, who shall serve as its
chai r man.

(2) The Secretary of Revenue.

(3) The Secretary of Health.

(4) Five public nmenbers, one appointed by the President
pro tenpore of the Senate, one appointed by the Mnority
Leader of the Senate, one appointed by the Speaker of the
House of Representatives, one appointed by the Mnority

Leader of the House of Representatives and one appoi nted by
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t he Governor. Those appointed by the legislative officers

shall include two senior citizens who have not been a part of

t he pharnmaceutical industry to serve as consuner advocates

and two representatives of the pharmaceutical industry, at

| east one of whomis a practicing Pennsyl vani a pharnmaci st .

The individual appointed by the Governor nust be a physician.

A public nmenber who m sses two consecutive neetings w thout

good cause acceptable to the chairman shall be replaced by

t he appoi nting authority.

(c) Annual review --Using the annual report submtted by the
department pursuant to section 2102 of the act of August 26,
1971 (P.L.351, No.91), known as the State Lottery Law, and ot her
appropriate data sources, the board shall conduct an annual
review. The board shall devel op recomrendati ons concerni ng any
changes in the |l evel of copaynent, deductible or in the |evel of
fees paid to participating pharmaci sts. The board shall review
the departnent’'s therapeutic drug utilization review program on
an ongoi ng basis. The board may al so recomrend ot her changes in
the structure of the programand direct the departnent to enter
into discussions with the private contractor concerning
anmendnents to the contract, or the departnment may enter into
such discussion if it deens necessary. The copaynment or
deducti bl e schedul e shall only be adjusted on an annual basis.

(d) Meetings.--The board shall neet at |east two tinmes per
year.

Section 320. Penalties.

(a) GCeneral.--1t shall be unlawful for any person to:

(1) Submt a false or fraudulent claimor application
under this subchapter, including, but not limted to:

(i) aiding or abetting another in the subm ssion of
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a false or fraudulent claimor application;

(i1i) receiving benefits or reinbursenment under a
Federal, state or a private programfor prescription
assi stance and claimng or receiving duplicative benefits
her eunder ;

(ti1) soliciting, receiving, offering or paying any
ki ckback, bribe or rebate, in cash or in kind, fromor to
any person in connection with the furnishing of services
under this subchapter;

(iv) engaging in a pattern of submtting clains that
repeatedly uses incorrect National Drug Code nunbers for
t he purpose of obtaining wongful enhanced rei nbursenent;
or

(v) otherwi se violating any provision of this
subchapt er
(2) Charge a copay if the amount of the copay exceeds

t he actual cost of the drug purchased.

(b) GCvil penalty.--1n addition to any appropriate crim nal
penalty for prohibited acts under this subchapter whether or not
that act constitutes a crine under 18 Pa.C. S. (relating to
crinmes and of fenses), a provider who violates this section may
be liable for a civil penalty, which shall be collected by the
departnent, in an anount not |ess than $500 and not nore than
$10, 000 for each violation of this chapter. Each viol ation
constitutes a separate offense. If the departnent collects three
or nore civil penalties against the sane provider, the provider
shall be ineligible to participate in either PACE or PACENET for
a period of one year. If nore than three civil penalties are
coll ected fromany provider, the departnment may determ ne that

the provider is permanently ineligible to participate in PACE or
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PACENET.

(c) Suspension.--The |icense of any provider who has been
found guilty under this subchapter shall be suspended for a
period of one year. The license of any provider who has
commtted three or nore violations of this subchapter may be
suspended for a period of one year.

(d) Reparation.--Any provider, recipient or other person who
is found guilty of a crime for violating this subchapter shal
repay three tines the value of the material gain received. In
addition to the civil penalty authorized pursuant to subsection
(b), the department nmay require the provider, recipient or other
person to repay up to three tinmes the value of any material gain
to PACE or PACENET.

Section 321. Prescription Drug Education Program

The departnent, in cooperation with the Departnent of Health,
shall devel op and i nplenent a Statew de prescription drug
education program designed to informolder adults of the dangers
of prescription drug abuse and m suse. The prescription dug
education program shall include, but not be limted to,

i nformati on concerning the foll ow ng:

(1) The hazards of prescription drug overdose.

(2) The potential dangers of m xing prescription drugs.

(3) The danger of retaining unused prescription drugs
after the need to take them no | onger exists.

(4) The necessity to carefully question physicians and
phar maci sts concerning the effects of taking prescription
drugs, including the differences between brand-nane drugs and
generically equival ent drugs.

(5) The advisability of maintaining a prescription drug

profile or other record of prescription drug dosage and
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frequency of dosage.

(6) The desirability of advising famly nmenbers of the
types and proper dosage of prescription drugs which are being
t aken.

(7) The dangers of taking prescription drugs in excess
of prescribed dosages.

(8) The need to obtain conplete, detailed directions
fromthe physician or pharmaci st concerning the tine period a
prescription drug should be taken.

Section 322. Qutreach program

The departnent, in consultation with appropriate Commonweal t h
agenci es, shall coordinate the devel opnent of an outreach plan
to informpotential contractors, providers and enroll ees
regarding eligibility and avail abl e benefits of the PACE and
PACENET progranms. The plan shall include provisions for reaching
speci al popul ations, including nonwhite and non-Engli sh-speaki ng
peopl e; for reaching different geographic areas, including rural
and inner-city areas; and for assuring that special efforts are
coordinated within the overall outreach activities throughout
t hi s Commonweal t h.

Section 323. Accountability.

(a) Audits.--The PACE and PACENET prograns shall be subject
to an audit by an independent entity at |east once each fiscal
year. This subsection shall include fiscal audits, provider
clainms audits, benefits manager adm nistration audits and
manufacturer's rebate audits.

(b) Conduct of audit.--The audit shall be conducted in
accordance with generally accepted auditing standards as
prescri bed by the American Institute of Certified Public

Account ants, the Governnental Accounting Standards Board, the
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1 United States General Accounting Ofice or other professionally
2 recognized entities that prescribe auditing standards.

3 (c) Access.--The auditor shall be entitled to have access to
4 all of the books, accounts, confidential or nonconfidential

5 reports, vouchers or other records of information in the

6 departnment and its contractors including access to al

7 electronic data. The auditor shall have access to copyrighted or
8 restricted information obtained by the departnment and its

9 contractors under subscription agreenents and utilized in the
10 preparation of economc estimates only for audit purposes.

11 (d) Purpose and report.--The audit shall determ ne the

12 foll ow ng:

13 (1) Wiether the records, books and accounts of the

14 departnment and its contractors accurately reflect the

15 financial and fiscal operations.

16 (2) Wether effective accounting control over revenues,
17 obl i gations, expenditures, assets and liabilities is

18 mai nt ai ned.

19 (3) Wether the departnment and its contractors have
20 obl i gat ed, expended, received and used State funds in
21 accordance with the purpose for which those funds have been
22 appropri at ed.
23 (4) \Wether the records, books and accounts of the
24 departnment and its contractors fairly and accurately reflect
25 the financial and fiscal operations relating to the
26 obl i gation recei pt, expenditure and use of State funds.
27 (5) Wiether the departnment and its contractors are
28 managi ng and utilizing resources, personnel, property,
29 equi pnent and space in an econom cal and efficient manner
30 i ncl udi ng causes of inefficiencies or uneconom cal practices,
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i nadequaci es i n managenent information systens, internal and

adm ni strative procedures, organi zational structure, use of

resources, allocation of personnel, purchasing policies and

equi pnment .

(6) Wether financial, programand statistical reports
of the departnment and its contractors contain useful data and
are fairly presented.

(7) Wether the objectives and intended benefits are
bei ng achieved efficiently and effectively.

(8) Wether the prograns are being perfornmed and
adm ni stered as authorized and required by | aw

(9) Wether the benefits manager and pharnacy providers
are accurately transmtting and billing PACE and PACENET
prescription clains.

(e) Report.--The auditor shall submt an annual report of
its findings, conclusions and recomendations to the departnent
and its contractors and to the Aging and Youth Conmittee, the
Appropriations Conmittee and the Public Health and Wl fare
Committee of the Senate and the Aging and O der Adult Services
Committee, the Appropriations Commttee and the Health and Human
Services Conmmittee of the House of Representatives.

(f) Response.--The Departnment of Aging shall respond to the
audit report within 30 days of its rel ease.

SUBCHAPTER B
PRUDENT PHARMACEUTI CAL PURCHASI NG
Section 341. Definitions.

The foll ow ng words and phrases when used in this subchapter
shall have the neanings given to themin this section unless the
context clearly indicates otherw se:

"Covered prescription drug.” A legend drug, insulin, an
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insulin syringe or an insulin needle eligible for paynent by the
Commonweal t h under PACE, PACENET or designated pharnaceuti cal
progr ans.

"Desi gnat ed pharnaceutical progranms.” The general assistance
program and the Speci al Pharmaceutical Benefit Programin the
Department of Public Welfare and the End Stage Renal Dialysis
Programin the Departnent of Health.

"PACE." The program under Subchapter A

"PACENET." The program established under section 318.
Section 342. Rebate agreenent.

PACE, PACENET and desi gnated pharnmaceuti cal prograns shal
rei nburse for any covered prescription drug with a rebate
agreenent drafted on the sane basis as provided in section 1927
of Title XIX of the Social Security Act (49 Stat. 620, 42 U S.C
§ 1396 r-8).

Section 343. Disposition of funds.

(a) PACE and PACENET. --Money received under this subchapter
in connection with PACE and PACENET shall be deposited in the
Phar maceuti cal Assistance Contract for the Elderly Fund.

(b) Pharnaceutical prograns.--Mney received under this
subchapter in connection with designated pharnmaceutical prograns
shall be treated as a refund of expenditures to the
appropriation which originally provided the funding for the
phar maceuti cal purchase.

SUBCHAPTER C
PHARMACY BEST PRACTI CES AND COST CONTROL PROGRAM
Section 361. Definitions.

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

shall have the neanings given to themin this section unless the

context clearly indicates otherw se:
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1 "Conmittee.” The Pharmacy Best Practices and Cost Contr ol

2 Advisory Conmittee established in section 362.

3 "Departnment."” The Departnent of Aging of the Comonweal th.

4 "Program "™ The Pharmacy Best Practices and Cost Control

5 Program established in section 363.

6 "Secretary."” The Secretary of Aging of the Commonweal t h.

7 8§ 362. Advisory committee.

8 (a) Establishnment.--The Pharnmacy Best Practices and Cost

9 Control Advisory Commttee is established in the departnent.

10 (b) Menbers.--The commttee is conprised of the foll ow ng:
11 (1) The secretary or a designee, who shall serve as

12 chai r per son

13 (2) Four nenbers appointed by the Governor. Menbers

14 under this paragraph nust possess expertise in nedicine or
15 phar macy.

16 (3) One nenber appointed by the President pro tenpore of
17 t he Senate and one nenber appointed by the Mnority Leader of
18 t he Senate.

19 (4) One nenber appointed by the Speaker of the House of
20 Representati ves and one nenber appointed by the Mnority
21 Leader of the House of Representatives.
22 (c) Terms.--Terns are as foll ows:
23 (1) The secretary shall serve ex officio.
24 (2) A nenber under subsection (b)(2) shall serve a term
25 of six years.
26 (3) A nenber under subsection (b)(3) shall serve a term
27 of four years but may be renoved at the pleasure of the
28 appoi nting authority.
29 (4) A nenber under subsection (b)(4) shall serve a term
30 of two years but may be renoved at the pleasure of the
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appoi nting authority.
(5) An appointment to fill a vacancy shall be for the
period of the unexpired termor until a successor is
appoi nted and qualifi ed.
(d) Quorum--A mgjority of the nmenbers of the conmttee
constitutes a quorum
(e) Conpensation.--Mnbers shall receive no paynent for
their services. Menbers who are not enpl oyees of State
government shall be reinbursed for necessary and reasonabl e
expenses incurred in the course of their official duties.
Section 363. Program
(a) Establishnent.--The secretary shall establish a Pharnmacy
Best Practices and Cost Control Program for PACE and PACENET
enrol | ees designed to reduce the cost of providing prescription
drugs, while maintaining high quality in prescription drug
t her api es. The program shall be inplenmented consistent with
section 1927 of the Social Security Act (49 Stat. 620, 42 U S.C
§ 1396r-8). The program shall include all of the follow ng:
(1) A preferred list of covered prescription drugs which
identifies preferred choices within selected therapeutic
cl asses for particular diseases and conditions, including
generic alternatives. Therapeutic classes and drugs to be
preferred in the classes shall be selected by the departnment
upon reconmendati ons by the commttee.
(2) Utilization review procedures, including a prior
aut hori zation review process which neets the requirenents of
section 1927(d)(5) of the Social Security Act (42 U S.C. 8§
1396r-8(d)(5)).
(3) A supplenmental rebate program or any other strategy

designed to negotiate with pharmaceutical manufacturers to
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1 | oner the cost of prescription drugs for the departnent's

2 Medi cai d program

3 (4) Education prograns, including a counterdetailing

4 program designed to provide information and education on the

5 t herapeutic and cost-effective utilization of prescription

6 drugs to physicians, pharnacists and other health care

7 prof essional s authorized to prescribe and di spense

8 prescription drugs.

9 (5) Any other cost containnent activity adopted by the
10 department which is designed to reduce the cost of providing
11 prescription drugs while maintaining high quality in
12 prescription drug therapies.

13 (b) Pooling.--The secretary shall evaluate the benefits of
14 participating, but is not required to participate, in joint

15 prescription drug purchasing agreenents or pooling arrangenents
16 wth other states. Such actions shall include:

17 (1) The execution of any lawful joint purchasing or

18 pool i ng agreenents with other participating states which the
19 secretary determnes will |lower the Medicaid cost of

20 prescription drugs while maintaining high quality in

21 prescription drug therapies.

22 (2) Renegotiation and anmendnent of existing contracts to
23 whi ch the departnent is a party if renegotiation and

24 anmendnent will be of economc benefit to the departnent.

25 (c) Reports.--The secretary shall report quarterly to the

26 commttee on the departnent’'s progress in securing participation
27 in joint purchasing or pooling agreenents.

28 (d) Authorized coverage.--The program shall authorize

29 pharmacy benefit coverage when a patient's health care provider
30 prescribes a prescription drug not on the preferred drug list or
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a prescription drug which is not the list's preferred choice
under the sanme terns as coverage for preferred choice drugs if

any of the follow ng apply:

(1) The preferred choice has not been effective or, with
reasonabl e certainty, is not expected to be effective in
treating the patient's condition.

(2) The preferred choice causes or is reasonably
expected to cause adverse or harnful reactions in the
patient.

(3) Oher clinical criteria reconmended by the commttee
and approved by the departnment is conplied wth.

(4) If the prescriber does not w sh substitution to take

pl ace, the prescriber shall wite "brand necessary” or "no
substitution” in the prescriber's own handwiting on the
prescription blank, together with a witten statenent that
the generic or therapeutic equival ent has not been effective,
or with reasonable certainty is not expected to be effective,
in treating the patient's medical condition or causes or is
reasonably expected to cause adverse or harnful reactions in
the patient. In the case of an unwitten prescription, there
shall be no substitution if the prescriber expressly

i ndicates to the pharmaci st that the brand nane drug is
necessary and substitution is not allowed because the generic
or therapeutic equival ent has not been effective, or with
reasonabl e certainty is not expected to be effective, in
treating the patient's nedical condition or causes or is
reasonably expected to cause adverse or harnful reactions in

t he patient.

(e) Exclusions.--The departnment, with recomendati ons from

the commttee, shall determ ne diseases and therapeutic classes
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relating to treatnment for di seases excluded fromthe program as
to Medicaid enroll ees already taking specified drugs at the tine
the programis inpl enment ed.

(f) Response.--The program s prior authorization process
shall ensure that there will be a response to a request for
prior authorization by tel ephone or other tel ecommunication
device within 24 hours after recei pt of the request for prior
aut hori zation and that a 72-hour supply of the drug prescribed
will be provided in an energency or when the program does not
provi de a response within 24 hours. The prior authorization
process shall be designed to mninm ze adm ni strative burdens on
prescribers, pharmaci sts and consumers.

(g) Procedure.--The program shall establish procedures for
the tinely review of prescription drugs newy approved by the
Food and Drug Adm nistration, including procedures for the
review of newly approved prescription drugs in emergency
ci rcunst ances.

(h) Reports.--The departnent shall submt annual reports on
t he prograns under subsection (a) and (b) to the Aging and Youth
Committee, the Appropriations Committee and the Public Health
and Wl fare Conmittee of the Senate and the Aging and d der
Adult Services Conmittee, the Appropriations Commttee and the
Heal t h and Human Services Comm ttee of the House of
Representatives. The reports shall include classes of drugs,
exceptions, cost effectiveness, novenent of market share and
increased utilization of generic drugs.

CHAPTER 51
M SCELLANEQUS PROVI SI ONS
Section 5101. Federal prograns.

If the Federal Government enacts programnms simlar to PACE or
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PACENET, the State progranms shall be construed to only
suppl enent the Federal progranms and all persons qualified for
coverage under the Federal programshall utilize that Federal
program before utilizing any State program
Section 5102. Repeals.

(a) Specific.--Chapters 5 and 7 of the act of August 26,
1971 (P.L.351, No.91), known as the State Lottery Law, are

r epeal ed.

© o0 N oo o A~ wWw N P

(b) GCeneral.--Al other acts and parts of acts are repeal ed
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insofar as they are inconsistent with this act.

=
=

Secti on 51083. Ef fecti ve date.
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This act shall take effect inmediately.
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