PRI OR PRI NTER S NO. 2399 PRINTER S NO. 4347

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 1798 %5

| NTRODUCED BY COHEN, ARGALL, CALTAG RONE, FABRI ZI O, FREEMAN,
GALLOMAY, GEORGE, GRUCELA, HARKINS, JAMES, KENNEY, KI RKLAND,
KORTZ, MELI O, MJUNDY, MYERS, O NEILL, PASHI NSKI, PERZEL
RUBLEY, SABATI NA, SHAPI RO, SI PTROTH, THOVAS, WALKO, YUDI CHAK,
KING PETRI, STEIL, KOTIK, PARKER, WAGNER, MARSHALL AND
Mel LVAINE SM TH, AUGUST 22, 2007

AS REPORTED FROM COWM TTEE ON HEALTH AND HUMAN SERVI CES, HOUSE
OF REPRESENTATI VES, AS AMENDED, SEPTEMBER 17, 2008
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AN ACT
Provi ding for pharmacy audit procedures.

The General Assenbly of the Conmonweal th of Pennsyl vani a
her eby enacts as foll ows:
Section 1. Short title.

This act shall be known and may be cited as the Pharnacy
Audit Integrity Act.

Section 2. Purpose and intent.

The purpose of this act is to establish mninmmand uniform
standards and criteria for the audit of pharmacy records.
Section 3. Definitions.

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

"Pharmacy benefits manager” or "PBM" A person, business or

other entity that perfornms pharmacy benefits nmanagenent. The
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termincludes a person or entity acting for a PBMin a
contractual or enploynent relationship in the performnce of
pharmacy benefits nmanagenent for a managed care conpany,
nonprofit hospital or nedical service organization, insurance
conpany, third-party payor or health program adm nistered by a
department of the Commonweal t h.
Section 4. Scope of act.
This act covers any audit of the records of a pharnacy
conducted by a managed care conpany, nonprofit hospital or
nmedi cal service organi zation, insurance conpany, third-party
payor, pharnmacy benefits manager, a health program adm ni stered
by a departnent of the Commonwealth or any entity that
represents a conpany, group or department.
Section 5. Procedures for conducting and reporting an audit.
(a) Procedure.--An entity conducting an audit under this act
shall conformto the follow ng rules:
(1) The pharmacy contract shall identify and describe in
detail the audit procedures.
(2) The entity conducting the—ensite AN audit shall give <—
the pharmacy witten notice at |east two weeks prior to
conducting t+he AN initial onsite audit for each audit cycle <—
OR REQUESTI NG RECORDS FOR ANY AUDI T CONDUCTED OFFSI TE. <—
(3) The entity conducting the onsite audit shall not
interfere with the delivery of pharmaci st services to a
patient and shall utilize every effort to mnimze
i nconveni ence and di sruption to pharmacy operations during
the audit process.
(4) An audit which involves clinical or professional

j udgnment nust be conducted by or in consultation with a

pharmactst—censed+nthis—Commnwealth— LI CENSED PHARMACI ST <—
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APPLYI NG ALL APPLI CABLE PENNSYLVANI A LAW AND REGULATI ONS.

(5) A clerical or recordkeeping error, such as a
t ypographi cal error, scrivener's error or conputer error
regardi ng a required docunent or record does not constitute
fraud and clains relating thereto shall be subject to neither
recoupnment nor crimnal penalties without proof of intent to
commt fraud. HOANEVER, RECOUPMENT OF ANY PAYMENT OR <—
OVERPAYMENT MADE DUE TO ERRCR, STRICTLY LIM TED TO THE AMOUNT
OF THE PAYMENT OR OVERPAYMENT PLUS | NTEREST, |'S PERM SSI BLE
IN SI TUATIONS I N VWH CH THE PHARMACY KNEW THAT SERVI CES WERE
NOT COVERED OR WERE PROVI DED TO AN | NELI G BLE RECI PI ENT AND
IN WH CH RESTI TUTI ON OF THE AMOUNTS PAI D CONSTI TUTES A PROPER
REMEDY PURSUANT TO 13 PA.C.S. DIV. 2 (RELATING TO SALES).

(6) A pharnmacy may use the records of a hospital,
physi ci an or other authorized practitioner of the healing
arts for drugs or nedicinal supplies witten or transmtted
by any neans of conmunication for purposes of validating the
pharmacy record with respect to orders of refills of a | egend
or narcotic drug.

(7) A finding of an overpaynent or underpaynment nust be
based on the actual overpaynent or underpaynment and may not
be projection based on the nunber of patients served having a
simlar diagnosis or on the nunber of simlar orders or
refills for simlar drugs. TH S SUBSECTI ON OR ANY OTHER <—
SECTION OF THI S ACT DCES NOT PREVENT ANY ENTI TY FROM USI NG
| TS COLLECTED DATA TO TARGET AUDI T RESOURCES OR TO DETECT
FRAUD.

(8) A finding of an overpaynent shall not include the
di spensi ng fee anobunt. HOWEVER, THE DI SPENSI NG FEE DOES NOT <—
HAVE TO BE PAID I N THE EVENT THAT A FI LLED PRESCRI PTI ON WAS
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1 NOT FI NALLY DI SPENSED TO OR PI CKED UP FOR THE | NTENDED

2 PATI ENT.

3 (9) Each pharmacy shall be audited under the sane

4 standards and paraneters as other simlarly situated

5 pharmaci es audited by the entity.

6 <—
7

8

9

10

11

12

13 (10) THE PERI OD OF TI ME COVERED BY AN AUDI T MAY NOT GO <—
14 BACK IN TI ME MORE THAN 18 MONTHS FROM THE SCHEDULED DATE OF

15 THE AUDI T.

16 (11) An ONSITE audit nmay not be initiated or schedul ed <—
17 during the first seven cal endar days of any nonth due to the

18 hi gh vol une of prescriptions filled in the pharmacy during

19 that time unless otherw se consented to by the pharnacy.
20 (12) The auditing conmpany may not receive paynent based
21 on a percentage of the anmount recovered.
22 (b) Witten report.--An entity conducting an audit under
23 this act shall provide the pharmacy with a witten report of the
24 audit and conply with the foll ow ng requirenents:
25 (1) The prelimnary audit report nust be delivered to
26 t he pharmacy OR I TS CORPORATE PARENT within 90 days after the <—
27 concl usion of the audit.
28 (2) A pharmacy shall be allowed at | east 60 days
29 following receipt of the prelimnary audit report in which to
30 produce docunentation to address any di screpancy found during
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the audit.

(3) Afinal audit report shall be delivered to the
pharmacy OR | TS CORPORATE PARENT within 120 days after
recei pt of the prelimnary audit report or final appeal, as
provided for in section 6, whichever is |ater.

(4) The audit report nust be signed and include the
signature of any pharnacist participating in the audit.

(5) Any recoupnents of disputed funds shall only occur
after final internal disposition of the audit, including the
appeal process as set forth in section 6.

(6) Interest shall not accrue during the audit period.

(7) Each entity conducting an audit shall provide a copy
of the final audit report, after conpletion of any review

process, to the plan sponsor.

Section 6. Appeal process.

The foll ow ng shall apply:

(1) The National Council for Prescription Drug Prograns
(NCPDP) or any other recogni zed national industry standard
shall be used to eval uate clains subm ssion and product size
di sput es.

(2) Each entity conducting an audit shall establish a
witten appeal process under which a pharnmacy nmay appeal an
unfavorable prelimnary audit report to the entity.

(3) If, following the appeal, the entity finds that an
unfavorabl e audit report or any portion thereof is
unsubstantiated, the entity shall dismss the audit report or

said portion without the necessity of any further action.

Section 7. Extrapolation audits.

Not wi t hst andi ng any other provision in this act, an entity

conducting an audit under this act shall not use the accounting
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practice of extrapolation in calculating recoupnents or
penalties for audits. An extrapolation audit neans an audit of a
sanpl e of prescription drug benefit clainms submtted by a
pharmacy to the entity conducting the audit that is then used to
estimate audit results for a larger batch or group of clains not
reviewed by the auditor.

Section 8. Third-party resources.

(a) Third-party resources.--A-PBM ENTI TIES COVERED BY THI S
SECTI ON shal | take all reasonable neasures to ascertain the
legal liability of any third parties, including health insurers,
sel f-insured plans, group health plans as defined by section
607(1) of the Enployee Retirenment Incone Security Act of 1974
(Public Law 93-406, 88 Stat. 829), service benefit plans,
managed care organi zations, pharmacy benefit managers, the
Medi care program other prescription drug plans or other parties
that are by statute, contract or agreenment |egally responsible
for paynment for prescription drugs before clains becone the
l[iability of any prescription drug plan adm ni stered by the
pharmacy benefit manager.

(b) Identification cards and cl ai ns processing systens. --
Information regarding third-party resources identified pursuant
to subsection (a) shall be included on identification cards
i ssued by a PBM or prescription drug plan to persons eligible
for prescription drug benefits and shall be included in al
mechani zed cl ai ms processing systens established by a PBM or
prescription drug plan, including systens required under section
1903(r) of the Social Security Act (49 Stat. 620, 42 U S.C. 8§
301 et seq.). Were information regarding third-party resources
is made avail able to pharmacies on identification cards or

t hrough nechani zed cl ai ns processing systens, a PBM may direct a
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pharmacy to submt clainms for paynent to such third parties
prior to subm ssion to the PBM or prescription drug plan,

provi ded that this requirenment shall not apply when a pharmacy
has a reasonable basis to believe that a claimis not covered by
avai l abl e third-party resources based upon a di agnosis code or
other information available to the pharnmacy.

(c) dains agai nst pharnmacies.--Provided that a pharnacy
makes reasonable inquiries of recipients regarding the
avai lability of third-party resources, unless a pharnmacy has
actual know edge regarding the availability of third-party
resources available to a clainmnt for pharnacy benefits, a
pharmacy is entitled to rely on information regardi ng the
avai lability of third-party resources provided by a PBM and
shall not be liable to repay in whole or in part for any anmounts
for which any third party is liable. PBMs and prescription drug
pl ans are hereby authorized to and shall pursue clainms from such
third-party resources. Upon the effective date of this act, this
subsection shall apply to all pending and future cl ai ns agai nst
pharmaci es asserted by PBMs or prescription drug plans,
including clains relating to benefits provided to recipients
prior to the effective date of this act.

(D) APPLICABILITY.--TH S SECTI ON SHALL APPLY TO AGENCI ES OF <—
THE COVMONVEALTH MANAG NG HEALTH CARE PROGRAMS AND THEI R AGENTS.
IN ADDI TI QN, THI S SECTI ON SHALL ALSO APPLY TO OTHER ENTI TI ES
DESCRI BED | N SECTI ON 4 ONLY TO THE EXTENT THAT THEY ENGAGE | N
COORDI NATI ON OF BENEFI TS BETWEEN MULTI PLE PLANS. SUBSECTI ON (O
SHALL APPLY TO ALL SECTION 4 ENTI TI ES COVERED BY THI S ACT.
SECTION 9. FRAUD

AS A GENERAL RULE, FRAUD SHALL NOT | NCLUDE PAYMENTS FOR
PRESCRI PTI ONS WVHERE THE PROPER PHARMACEUTI CAL WAS DELI VERED TO
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THE | NTENDED PATI ENT, WHO | S ELI G BLE FOR BENEFI TS, I N THE
PRESCRI BED AMOUNTS. | N ADDI TI ON, FRAUD SHALL NOT | NCLUDE THOSE
ERRORS QUTLI NED I N SECTION 5(A)(5). NOTHING IN THI' S ACT SHALL
PREVENT | NVESTI GATI ONS BY THE LAW ENFORCEMENT ACENCI ES OF THE
COMWONVEALTH OR THE UNI TED STATES. FURTHER, NOTHI NG IN TH S ACT
PREVENTS THE SECTI ON 4 ENTI TIES USE OF COLLECTED DATA OR OTHER
I NFORVATI ON TO DETECT ACTUAL FRAUD BY PHARMACI ES OR PHARMACY
PERSONNEL | NTENDED TO DEFRAUD PRESCRI PTI ON DRUG PLANS. THE
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RESTRI CTI ONS ON AUDI TS I N SECTI ON 5(A) (10) DO NOT APPLY ONCE A

=Y
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PATTERN OF SYSTEMATI C FRAUD HAS BEEN ESTABLI SHED | N ORDER TO

=
=

ALLOW FOR RECOVERY OF FRAUDULENTLY OBTAI NED OVERPAYMENTS.

=
N

SECTI ON 10. ADM NI STRATION OF THI S ACT BY COVMONWEALTH

=
w

AGENCI ES.

H
o

PROVI SIONS OF THI'S ACT SHALL NOT APPLY TO THE EXTENT

=Y
(63}

DETERM NED BY APPLI CABLE FEDERAL AGENCI ES TO BE CONTRARY TO

=Y
(e}

FEDERAL LAW OR REGULATI ONS OR TO DI SQUALI FY THE COMVONVEALTH I N

=
\l

WHOLE OR | N PART FOR FEDERAL FI NANCI AL PARTI Cl PATION I N

=Y
oo

COMVONVEALTH HEALTH PROGRAMS OR OTHER FEDERAL BENEFI TS,

=
O

SUBSI DI ES OR PAYMENTS. HOWEVER, THE COMVONVWEALTH SHALL

N
o

VI GOROUSLY APPEAL ANY SUCH DETERM NATI ONS MADE BY APPLI CABLE

N
=

FEDERAL AGENCI ES AND MAKE EVERY EFFORT TO OBTAIN WAl VERS OR

N
N

OTHER AGREEMENTS OF UNDERSTANDI NG W TH FEDERAL AGENCI ES | N ORDER

N
w

TO FULLY | MPLEMENT THI S ACT. TO AVAO D THE RI SK THAT THE

N
~

COMMONVEALTH MAY BE REQUI RED TO REPAY FEDERAL FI NANCI AL

N
(63}

PARTI Cl PATI ON OR OTHER BENEFI TS, SUBSI DI ES OR PAYMENTS, THE

N
(e}

COMONVEALTH MAY REQUEST DETERM NATI ONS FROM APPLI CABLE FEDERAL

N
~

AGENCI ES REGARDI NG WHETHER ANY PROVI SIONS OF THI S ACT VI OLATE

N
oo

FEDERAL LAWS OR REGULATI ONS OR DI SQUALI FY THE COMVONVEALTH I N

N
(o]

WHOLE OR | N PART FOR FEDERAL FI NANCI AL PARTI Cl PATION I N
30 COVWONWEALTH HEALTH PROGRAMS OR OTHER FEDERAL BENEFI TS,
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1 SUBSI DI ES OR PAYMENTS.
2 Section 9 11. Ef fecti ve date.

3 This act shall take effect
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in 60 days.



