PRIOR PRINTER'S NOS. 2120, 2371 PRINTER'S NO. 3093

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 946 %%

INTRODUCED BY BAKER, FABRIZIO, D. COSTA, STAATS, LONGIETTI,
DAVIS, GIBBONS, PICKETT, PASHINSKI, CRUZ, GROVE, McNEILL,
YOUNGBLOOD, M. K. KELLER, KILLION, P. COSTA, COHEN, THOMAS,
EVERETT, CARROLL, FARRY, SCHLOSSBERG, PHILLIPS-HILL,

M. DALEY, WARD, READSHAW, HARKINS, SAYLOR, GOODMAN, GALLOWAY,
BARRAR, BOYLE, MICCARELLI, DeLUCA, NEUMAN, MATZIE, TOEPEL,
WATSON, KNOWLES, O'BRIEN, SANTARSIERO, PETRI, QUINN,

D. PARKER, DEASY AND CUTLER, AUGUST 18, 2015

AS AMENDED ON SECOND CONSIDERATION, HOUSE OF REPRESENTATIVES,
JUNE 30, 2016
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AN ACT

Providing for pharmacy audit procedures.

The General Assembly of the Commonwealth of Pennsylvania

hereby enacts as follows:
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Fhris—aet—shatt—take—effect—3n—96—days~
SECTION 1. SHORT TITLE. <--

THIS ACT SHALL BE KNOWN AND MAY BE CITED AS THE PHARMACY
AUDIT INTEGRITY ACT.

SECTION 2. SCOPE OF ACT.

THIS ACT COVERS ANY AUDIT OF THE RECORDS OF A PHARMACY
CONDUCTED BY A MANAGED CARE COMPANY, THIRD-PARTY PAYER, PHARMACY
BENEFITS MANAGER, A HEALTH PROGRAM ADMINISTERED BY A DEPARTMENT
OF THE COMMONWEALTH OR ANY ENTITY THAT REPRESENTS A COMPANY,
GROUP OR DEPARTMENT.

SECTION 3. DEFINITIONS.

THE FOLLOWING WORDS AND PHRASES WHEN USED IN THIS ACT SHALL
HAVE THE MEANINGS GIVEN TO THEM IN THIS SECTION UNLESS THE
CONTEXT CLEARLY INDICATES OTHERWISE:

"AUDITING ENTITY." A PERSON, COMPANY OR GOVERNMENT ENTITY
THAT PERFORMS A PHARMACY AUDIT, INCLUDING A PLAN SPONSOR,
PHARMACY BENEFIT MANAGER, MANAGED CARE ORGANIZATION OR THIRD-
PARTY ADMINISTRATOR.

"BUSINESS DAY." ANY DAY OF THE WEEK EXCLUDING SATURDAY,
SUNDAY AND ANY LEGAL HOLIDAY.

"DEPARTMENT." THE INSURANCE DEPARTMENT OF THE COMMONWEALTH.
"EXTRAPOLATION." THE PRACTICE OF INFERRING A FREQUENCY OF
DOLLAR AMOUNT OF OVERPAYMENTS, UNDERPAYMENTS, NONVALID CLAIMS OR
OTHER ERRORS ON ANY PORTION OF CLAIMS SUBMITTED, BASED ON THE

FREQUENCY OF DOLLAR AMOUNT OF OVERPAYMENTS, UNDERPAYMENTS,

NONVALID CLAIMS OR OTHER ERRORS ACTUALLY MEASURED IN A SAMPLE OF
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CLAIMS.

"HEALTH CARE PRACTITIONER." AS DEFINED IN SECTION 103 OF THE
ACT OF JULY 19, 1979 (P.L.130, NO.48), KNOWN AS THE HEALTH CARE
FACILITIES ACT.

"NONPROPRIETARY DRUG." AS DEFINED IN SECTION 2(7.1) OF THE
ACT OF SEPTEMBER 27, 1961 (P.L.1700, NO.699), KNOWN AS THE

PHARMACY ACT.

"PHARMACIST." AS DEFINED IN SECTION 2 (10) OF THE PHARMACY
ACT.

"PHARMACY." AS DEFINED IN SECTION 2 (12) OF THE PHARMACY ACT.

"PHARMACY AUDIT." AN AUDIT, CONDUCTED ON-SITE OR REMOTELY BY

OR ON BEHALF OF AN AUDITING ENTITY OF ANY RECORDS OF A PHARMACY
FOR PRESCRIPTION OR NONPROPRIETARY DRUGS DISPENSED BY A PHARMACY
TO BENEFICIARIES OF A HEALTH BENEFIT PLAN. THE TERM DOES NOT
INCLUDE EITHER OF THE FOLLOWING:

(1) A CONCURRENT REVIEW OR REMOTE AUDIT THAT IS
INITIATED WITHIN SEVEN BUSINESS DAYS OF THE PHARMACY'S
TRANSMISSION OF A CLAIM TO AN AUDITING ENTITY.

(2) A CONCURRENT REVIEW OR REMOTE AUDIT WHERE NO CHARGE-
BACK OR RECOUPMENT IS DEMANDED BY THE AUDITING ENTITY.
"PHARMACY BENEFITS MANAGEMENT." ANY ENTITY THAT PERFORMS ANY

OF THE FOLLOWING:

(1) THE PROCUREMENT OF PRESCRIPTION DRUGS AT A
NEGOTIATED CONTRACTED RATE FOR DISPENSATION WITHIN THIS
COMMONWEALTH TO COVERED INDIVIDUALS.

(2) THE ADMINISTRATION OR MANAGEMENT OF PRESCRIPTION
DRUG BENEFITS PROVIDED BY A COVERED ENTITY FOR THE BENEFIT OF
COVERED INDIVIDUALS.

(3) THE PROVISION OF ANY OF THE FOLLOWING IN CONJUNCTION

WITH THE ADMINISTRATION OF PHARMACY BENEFITS:
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(I) MAIL-SERVICE PHARMACY.

(IT) CLAIMS PROCESSING.

(ITTI) RETAIL NETWORK MANAGEMENT.

(IV) PAYMENT OF CLAIMS TO PHARMACIES FOR
PRESCRIPTION DRUGS DISPENSED TO COVERED INDIVIDUALS VIA
RETATL OR MAIL-ORDER PHARMACY.

(V) CLINICAL FORMULARY DEVELOPMENT AND MANAGEMENT
SERVICES, INCLUDING, BUT NOT LIMITED TO, UTILIZATION
MANAGEMENT AND QUALITY ASSURANCE PROGRAMS.

(VI) REBATE CONTRACTING AND ADMINISTRATION.

(VII) CERTAIN PATIENT COMPLIANCE, THERAPEUTIC
INTERVENTION AND GENERIC SUBSTITUTION PROGRAMS.

(VIII) DISEASE MANAGEMENT PROGRAMS.

(IX) SETTING PHARMACY REIMBURSEMENT PRICING AND
METHODOLOGIES, INCLUDING MAXIMUM ALLOWABLE COST, AND
DETERMINING SINGLE OR MULTIPLE SOURCE DRUGS.

"PHARMACY BENEFITS MANAGER" OR "PBM." A PERSON, BUSINESS OR
OTHER ENTITY THAT PERFORMS PHARMACY BENEFITS MANAGEMENT.

"PHARMACY RECORD."™ ANY RECORD STORED ELECTRONICALLY OR AS A
HARD COPY BY A PHARMACY THAT RELATES TO THE PROVISION OF
PRESCRIPTION OR NONPROPRIETARY DRUGS OR PHARMACY SERVICES OR
OTHER COMPONENT OF PHARMACIST CARE THAT IS INCLUDED IN THE
PRACTICE OF PHARMACY.

"PLAN SPONSOR."™ ANY OF THE FOLLOWING THAT PAYS FOR OR
PROCESSES A CLAIM FOR PAYMENT FOR PRESCRIPTION DRUGS OR PHARMACY
SERVICES:

(1) A HEALTH INSURING CORPORATION.
(2) A PERSON AUTHORIZED TO ENGAGE IN THE BUSINESS OF

SICKNESS AND ACCIDENT.

(3) A PERSON OR GOVERNMENT ENTITY PROVIDING COVERAGE OF
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PRESCRIPTION OR NONPROPRIETARY DRUGS OR PHARMACY SERVICES TO
INDIVIDUALS ON A SELF-INSURANCE BASIS.

(4) A GROUP HEALTH PLAN, AS DEFINED IN 29 U.S.C. § 1167
(RELATING TO DEFINITIONS AND SPECIAL RULES) .

(5) A SERVICE BENEFIT PLAN, AS REFERENCED IN 42 U.S.C. §
1396A (A) (25) (RELATING TO STATE PLANS FOR MEDICAL
ASSISTANCE) .

(6) A MEDICAID MANAGED CARE ORGANIZATION THAT HAS
ENTERED INTO A CONTRACT WITH THE COMMONWEALTH.

(7) ANY OTHER PERSON OR GOVERNMENT ENTITY THAT IS BY
LAW, CONTRACT OR AGREEMENT RESPONSIBLE FOR PAYING OR
PROCESSING A CLAIM FOR PAYMENT FOR THE PROVISION OF

PRESCRIPTION OR NONPROPRIETARY DRUGS OR PHARMACY SERVICES.

SECTION 4. PROCEDURES FOR CONDUCTING PHARMACY AUDITS.

(A) PROCEDURE.--AN ENTITY CONDUCTING A PHARMACY AUDIT UNDER

THIS ACT SHALL CONFORM TO THE FOLLOWING RULES:

(1) EXCEPT AS OTHERWISE PROVIDED BY FEDERAL OR STATE
LAW, AN AUDITING ENTITY CONDUCTING A PHARMACY AUDIT MAY HAVE
ACCESS TO A PHARMACY'S PREVIOUS AUDIT REPORT ONLY IF THE
REPORT WAS PREPARED BY AN AUDITING ENTITY.

(2) ANY INFORMATION COLLECTED DURING A PHARMACY AUDIT
SHALL BE CONFIDENTIAL BY LAW, EXCEPT THAT THE AUDITING ENTITY
CONDUCTING THE PHARMACY AUDIT MAY SHARE THE INFORMATION WITH
THE PHARMACY BENEFITS MANAGER AND THE PLAN SPONSOR, FOR WHICH
A PHARMACY AUDIT IS BEING CONDUCTED.

(3) NO AUDITING ENTITY CONDUCTING A PHARMACY AUDIT SHALL
SOLELY COMPENSATE ANY OF ITS EMPLOYEES OR ANY CONTRACTOR WITH
WHICH AN AUDITING ENTITY CONTRACTS TO CONDUCT A PHARMACY
AUDIT, BASED ON THE AMOUNT CLAIMED OR THE ACTUAL AMOUNT

RECOUPED BY THE PHARMACY BEING AUDITED.
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(4) THE ENTITY SHALL PROVIDE THE PHARMACY BEING AUDITED
WITH AT LEAST 10 BUSINESS DAYS' PRIOR WRITTEN NOTICE BEFORE
CONDUCTING A PHARMACY AUDIT, UNLESS BOTH PARTIES AGREE
OTHERWISE. THE AUDIT MAY BE DELAYED FOR A PERIOD OF UP TO 30
DAYS AT THE REQUEST OF THE PHARMACY, ONE TIME PER YEAR, AND
SHALL ONLY BE GRANTED IF THERE IS GOOD CAUSE, INCLUDING, BUT
NOT LIMITED TO, A PLANNED MEDICAL PROCEDURE OR PLANNED
ABSENCE FROM WORK OF A NECESSARY PHARMACIST. IF A DELAY IS
REQUESTED BY THE PHARMACY, THE PHARMACY SHALL PROVIDE NOTICE
TO THE PBM AT LEAST FIVE BUSINESS DAYS PRIOR TO THE DAY THE
AUDIT IS TO COMMENCE.

(5) (RESERVED) .

(6) THE ENTITY MAY NOT INITIATE OR SCHEDULE A PHARMACY
AUDIT DURING THE FIRST FIVE BUSINESS DAYS OF ANY MONTH FOR
ANY PHARMACY THAT AVERAGES IN EXCESS OF 600 PRESCRIPTIONS
FILLED PER WEEK, WITHOUT THE EXPRESS CONSENT OF THE PHARMACY.

(7) THE ENTITY SHALL ACCEPT PAPER OR ELECTRONIC
SIGNATURE LOGS THAT DOCUMENT THE DELIVERY OF PRESCRIPTION OR
NONPROPRIETARY DRUGS AND PHARMACIST SERVICES TO A HEALTH PLAN
BENEFICIARY OR THE AGENT OF THE BENEFICIARY.

(8) THE ENTITY SHALL PROVIDE TO THE REPRESENTATIVE OF
THE PHARMACY, PRIOR TO LEAVING THE PHARMACY AT THE CONCLUSION
OF THE ON-SITE PORTION OF THE PHARMACY AUDIT, A COMPLETE LIST
OF PHARMACY RECORDS REVIEWED.

(9) ANY PHARMACY AUDIT THAT INVOLVES CLINICAL JUDGMENT
SHALL BE CONDUCTED BY OR IN CONSULTATION WITH A PHARMACIST.

(10) NO PHARMACY AUDIT SHALL COVER:

(I) A PERIOD OF MORE THAN 24 MONTHS AFTER THE DATE A

CLAIM WAS SUBMITTED BY THE PHARMACY TO THE PHARMACY

BENEFITS MANAGER OR PLAN SPONSOR UNLESS A LONGER PERIOD
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IS REQUIRED BY LAW; OR

(II) MORE THAN 250 PRESCRIPTIONS, PROVIDED THAT A
REFILL SHALL NOT CONSTITUTE A SEPARATE PRESCRIPTION FOR
THE PURPOSES OF THIS SUBPARAGRAPH.

(11) NO AUDITING ENTITY MAY USE EXTRAPOLATION TO
CALCULATE PENALTIES OR AMOUNTS TO BE CHARGED BACK OR RECOUPED
UNLESS OTHERWISE REQUIRED BY FEDERAL REQUIREMENTS OR FEDERAL
PLANS.

(12) NO AUDITING ENTITY SHALL INCLUDE DISPENSING FEES IN
THE CALCULATION OF OVERPAYMENTS UNLESS A PRESCRIPTION IS
CONSIDERED A MISFILL. AS USED IN THIS PARAGRAPH, "MISFILL"
MEANS A PRESCRIPTION THAT WAS NOT DISPENSED, A PRESCRIPTION
ERROR, A PRESCRIPTION WHERE THE PRESCRIBER DENIED THE
AUTHORIZATION REQUEST OR A PRESCRIPTION WHERE AN EXTRA
DISPENSING FEE WAS CHARGED.

(13) A PHARMACY MAY DO ANY OF THE FOLLOWING WHEN A
PHARMACY AUDIT IS PERFORMED:

(I) TO VALIDATE THE PHARMACY RECORD AND DELIVERY, A
PHARMACY MAY USE AUTHENTIC AND VERIFIABLE STATEMENTS OR
RECORDS, INCLUDING, BUT NOT LIMITED TO, MEDICATION
ADMINISTRATION RECORDS OF A NURSING HOME, ASSISTED LIVING
FACILITY, HOSPITAL OR HEALTH CARE PRACTITIONER WITH
PRESCRIPTIVE AUTHORITY.

(IT) TO VALIDATE CLAIMS IN CONNECTION WITH
PRESCRIPTIONS OR CHANGES IN PRESCRIPTIONS, OR REFILLS OF
PRESCRIPTION OR NONPROPRIETARY DRUGS, A PHARMACY MAY USE
ANY VALID PRESCRIPTION, INCLUDING, BUT NOT LIMITED TO,
MEDICATION ADMINISTRATION RECORDS, FACSIMILES, ELECTRONIC
PRESCRIPTIONS, ELECTRONICALLY STORED IMAGES OF

PRESCRIPTIONS, ELECTRONICALLY CREATED ANNOTATIONS OR
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1 DOCUMENTED TELEPHONE CALLS FROM THE PRESCRIBING HEALTH

2 CARE PRACTITIONER OR PRACTITIONER'S AGENT. DOCUMENTATION
3 OF AN ORAL PRESCRIPTION ORDER THAT HAS BEEN VERIFIED BY
4 THE PRESCRIBING HEALTH CARE PRACTITIONER SHALL MEET THE
5 PROVISIONS OF THIS SUBPARAGRAPH FOR THE INITIAL AUDIT

6 REVIEW.

7 (B) WRITTEN REPORT.--AN AUDITING ENTITY SHALL PROVIDE THE

8 PHARMACY WITH A WRITTEN REPORT OF THE PHARMACY AUDIT AND COMPLY

9 WITH THE FOLLOWING REQUIREMENTS:

10 (1) THE PRELIMINARY PHARMACY AUDIT REPORT MUST BE

11 DELIVERED TO THE PHARMACY OR ITS CORPORATE PARENT WITHIN 60
12 DAYS AFTER THE COMPLETION OF THE PHARMACY AUDIT. THE

13 PRELIMINARY REPORT SHALL INCLUDE CONTACT INFORMATION FOR THE
14 INDIVIDUAL WHO CONDUCTED THE PHARMACY AUDIT, INCLUDING

15 TELEPHONE NUMBER, FACSIMILE NUMBER, E-MAIL AND AUDITING FIRM,
16 SO THAT AUDIT RESULTS, DISCREPANCIES AND PROCEDURES CAN BE
17 REVIEWED. THE PRELIMINARY PHARMACY AUDIT REPORT SHALL

18 INCLUDE, BUT NOT BE LIMITED TO, CLAIM LEVEL INFORMATION FOR
19 ANY DISCREPANCY FOUND AND TOTAL DOLLAR AMOUNT OF CLAIMS

20 SUBJECT TO RECOVERY.

21 (2) A PHARMACY SHALL BE ALLOWED 30 DAYS FOLLOWING

22 RECEIPT OF THE PRELIMINARY AUDIT REPORT TO RESPOND TO THE
23 FINDINGS OF THE PRELIMINARY REPORT.

24 (3) A FINAL AUDIT REPORT SHALL BE DELIVERED TO THE

25 PHARMACY OR ITS CORPORATE PARENT NOT LATER THAN 60 CALENDAR
26 DAYS AFTER ANY RESPONSES FROM THE PHARMACY OR CORPORATE

27 PARENT ARE RECEIVED BY THE AUDITING ENTITY. THE AUDITING

28 ENTITY SHALL ISSUE A FINAL PHARMACY AUDIT REPORT THAT TAKES
29 INTO CONSIDERATION ANY RESPONSES PROVIDED TO THE AUDITING
30 ENTITY BY THE PHARMACY OR CORPORATE PARENT.
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(4) THE FINAL PHARMACY AUDIT REPORT MAY BE DELIVERED
ELECTRONICALLY.

(5) NO PHARMACY SHALL BE SUBJECT TO A CHARGE-BACK OR
RECOUPMENT FOR A CLERICAL OR RECORDKEEPING ERROR IN A
REQUIRED DOCUMENT OR RECORD, INCLUDING A TYPOGRAPHICAL ERROR,
SCRIVENER'S ERROR OR COMPUTER ERROR, UNLESS THE ERROR
RESULTED IN OVERPAYMENT TO THE PHARMACY.

(6) NO AUDITING ENTITY CONDUCTING A PHARMACY AUDIT OR
PERSON ACTING ON BEHALF OF THE ENTITY SHALL CHARGE-BACK OR
RECOUP, ATTEMPT TO CHARGE-BACK OR RECOUP OR ASSESS OR COLLECT
PENALTIES FROM A PHARMACY UNTIL THE TIME PERIOD TO FILE AN
APPEAL OF A FINAL PHARMACY AUDIT REPORT HAS PASSED OR THE
APPEALS PROCESS HAS BEEN EXHAUSTED, WHICHEVER IS LATER.

(7) IF AN IDENTIFIED DISCREPANCY IN A PHARMACY AUDIT
EXCEEDS $25,000, FUTURE PAYMENTS TO THE PHARMACY IN EXCESS OF
THAT AMOUNT MAY BE WITHHELD PENDING ADJUDICATION OF AN
APPEAL.

(8) NO INTEREST SHALL ACCRUE FOR ANY PARTY DURING THE
AUDIT PERIOD, BEGINNING WITH THE NOTICE OF THE PHARMACY AUDIT
AND ENDING WITH THE CONCLUSION OF THE APPEALS PROCESS.

SECTION 5. APPEALS PROCESS.

(A) GENERAL RULE.--AN AUDITING ENTITY SHALL ESTABLISH A
WRITTEN APPEALS PROCESS UNDER WHICH A PHARMACY MAY APPEAL AN
UNFAVORABLE FINAL AUDIT REPORT TO THE ENTITY.

(B) ADJUDICATION.--THE ADJUDICATION OF A CLAIM MAY NOT BE
APPEALED THROUGH THE AUDIT PROCESS.

SECTION 6. LIMITATIONS.

(A) GENERAL RULE.--THE PROVISIONS OF THIS ACT SHALL NOT

APPLY TO AN AUDIT OF PHARMACY RECORDS WHEN:

(1) FRAUD, WASTE, ABUSE OR OTHER INTENTIONAL MISCONDUCT
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1 IS INDICATED BY PHYSICAL REVIEW OR REVIEW OF CLAIMS DATA OR

2 STATEMENTS; OR

3 (2) OTHER INVESTIGATIVE METHODS INDICATE A PHARMACY IS
4 OR HAS BEEN ENGAGED IN CRIMINAL WRONGDOING, FRAUD OR OTHER
5 INTENTIONAL OR WILLFUL MISREPRESENTATION.

6 (B) FEDERAL LAW.--THIS ACT DOES NOT SUPERSEDE ANY AUDIT

7 REQUIREMENTS ESTABLISHED BY FEDERAL LAW.

8 SECTION 7. ENFORCEMENT.

9 THE DEPARTMENT SHALL HAVE ENFORCEMENT AUTHORITY AND TAKE

10 ACTION OR IMPOSE PENALTIES TO BRING NONCOMPLYING ENTITIES INTO
11 FULL COMPLIANCE WITH THIS ACT, INCLUDING THE PROMULGATION OF ANY
12 REGULATIONS NECESSARY TO CARRY OUT THIS ACT.
13 SECTION 8. EFFECTIVE DATE.

14 THIS ACT SHALL TAKE EFFECT IN 90 DAYS.
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