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STATE OF NEW YORK

9424- - A
| N ASSEMBLY
March 3, 2016

Introduced by M of A LAVINE, DUPREY -- read once and referred to the
Committee on Health -- conmittee discharged, bill anended, ordered
reprinted as anended and reconmtted to said comrttee

AN ACT to amend the public health law, in relation to audits of pharma-
cies

THE PEOPLE OF THE STATE OF NEW YORK, REPRESENTED | N SENATE AND ASSEM
BLY, DO ENACT AS FOLLOWE:

Section 1. The public health |aw is anmended by addi ng a new section
280-b to read as foll ows:

S 280-B. PHARVACY AUDITS. 1. DEFINITIONS. AS USED IN TH'S SECTION,
THE FOLLOW NG TERMS SHALL HAVE THE FOLLOW NG MEANI NGS:

(A "AUDIT" MEANS A REVIEW OF THE RECORDS OF A PHARMACY BY OR ON
BEHALF OF AN ENTITY THAT PAYS FOR OR REI MBURSES THE COST OF PHARVACEU
TI CAL PRODUCTS AND HEALTH CARE SERVI CES THAT IS CONDUCTED AT A PHARMACY
OR FROM A REMOTE LOCATI ON OTHER THAN A PHARNMACY.

(B) "ENTITY" MEANS:

(1) A PHARMACY BENEFI TS MANAGER;

(1'l) A HEALTH PLAN;

(I'11) A STATE AGENCY, EXCEPT THE OFFICE OF THE MEDI CAID | NSPECTOR
N .

(

(V) A TH RD PARTY ADM NI STRATOR;

(V1) A MANAGED CARE ORGANI ZATI ON; OR

(M1) A COWANY, GROUP OR AGENT THAT REPRESENTS OR | S ENGAGED BY ANY
OF THESE.

(© "PHARVACY BENEFI TS MANAGER' MEANS AN ENTITY THAT CONTRACTS W TH
PHARVMACI ES OR PHARMACY CONTRACTI NG AGENTS ON BEHALF OF A HEALTH PLAN,
STATE AGENCY, | NSURER, MANAGED CARE ORGANI ZATI ON, OR OTHER THI RD PARTY
PAYER TO PROVI DE PHARMACY BENEFI T SERVI CES OR ADM NI STRATI ON.

(D) "PHARVMACY" HAS THE SAVE MEANI NG AS SET FORTH I N SECTI ON SI X THOU
SAND ElI GHT HUNDRED TWO OF THE EDUCATI ON LAW

(E) "FRAUD' MEANS AN | NTENTI ONAL DECEPTI ON OR M SREPRESENTATI ON MADE
BY A PERSON WTH THE KNOALEDGE THAT THE DECEPTI ON COULD RESULT | N SQOVE

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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UNAUTHORI ZED BENEFI T TO H MSELF OR SOME OTHER PERSON. |IT | NCLUDES ANY
ACT THAT CONSTI TUTES FRAUD UNDER APPLI CABLE FEDERAL OR STATE LAW

(F) "AUDIT PERIOD' MEANS THE TIME PERI OD THAT BEG NS ON THE DAY ON
VWH CH THE AUDI TOR ARRI VES AT THE PHARMACY FOR THE ON-SITE AUDIT OR [N
THE CASE OF A REMOTE AUDI T, THE DAY ON VWH CH THE PHARMACY SUBM TS THE
CLAI M5 REQUESTED I N THE AUDI T. THE AUDI T PERI OD ENDS ON THE DAY ON WH CH
THE FINAL AUDI T REPORT IS RECElI VED BY THE SUPERVI SI NG PHARMACI ST, THE
PHARVMACY CORPCORATE OFFI CE OR THE PHARVACY ACCEPTS THE SETTLEMENT OF THE
AUDI T, WH CHEVER I S LATER

2. A CONTRACT BETWEEN A PHARVACY BENEFI T MANAGER OR ALTERNATI VELY THE
AGENT OF A PHARVACY AND A PHARMACY BENEFI T MANAGER SHALL | NCLUDE A PROC-
ESS BY WHCH A PHARMACY NMAY APPEAL A FINDI NG IN A PRELI M NARY AUDI T
REPORT OR A FINAL AUDIT REPORT. THE AUDIT APPEAL PROCESS SHALL BE
PRESENTED TO THE PHARVACY IN WRI TI NG OR ELECTRONI CALLY PRI OR TO THE
| SSUI NG OF ANY AUDI T NOTI FI CATI ON AND SHALL PROVI DE THE NAME AND ELEC
TRONI C ADDRESS OF THE | NDI VI DUAL RESPONSI BLE FOR PROCESSI NG APPEALS, A
REASONABLE Tl MEFRAME FOR FI LI NG AN APPEAL AND FOR NOTICE OF THE RESULT
OF ANY APPEAL. THE APPEAL PROCESS SHALL BE | NCLUDED W TH A NOTI CE OF
AUDIT. | F THE RESULT OF THE | NTERNAL APPEAL PROCESS IS NOT SATI SFACTORY
TO EITHER PARTY, THAT PARTY MAY SEEK MEDI ATI ON FROM AN OUTSI DE ENTI TY
ACCEPTABLE TO BOTH PARTI ES. THE ENTI TY CONDUCTI NG AN AUDI T OF A PHARVACY
OR I'TS AGENT MAY NOT RECElI VE PAYMENT BASED ON A PERCENTAGE OF THE AMOUNT
RECOVERED.

3. AN ENTITY CONDUCTI NG AN ON-SITE AUDIT OF A PHARVACY SHALL:

(A) PROVI DE AT LEAST FI FTEEN DAYS ADVANCE WRI TTEN NOTICE OF AN AUDI T
BY MAIL OR COWON CARRI ER, RETURN RECElI PT REQUESTED, OR ELECTRONI CALLY
W TH ELECTRONI C RECEI PT CONFI RVMATI ON, ADDRESSED TO THE SUPERVI SI NG PHAR-
MACI ST OF RECORD AND THE PHARVACY CORPORATE OFFI CE WHERE APPLI CABLE.

(B) ALLOW A PHARVACY SEVEN DAYS AFTER RECEI VING NOTICE OF AN ONSITE
AUDIT IN WHCH TO REQUEST A CHANGE OF THE AUDI T DATE. THE ENTITY
CONDUCTI NG THE AUDI T SHALL GRANT REASONABLE REQUESTS.

(© INCLUDE IN THE WRI TTEN ADVANCE NOTI CE OF AN ON-SI TE AUDIT THE LI ST
OF SPECI FI C AND COVPLETE PRESCRI PTION NUMBERS TO BE |INCLUDED IN THE
AUDI T.

(D) EXCEPT |IN CASES OF FRAUD, LIMT AUDI TS TO NO MORE THAN ONE AUDI T
BY THE SAME ENTITY I N A TWELVE- MONTH PERI OD.

(E) LIMT THE TOTAL NUMBER OF PRESCRI PTI ONS AUDI TED TO NO MORE THAN
ONE  HUNDRED RANDOMLY SELECTED IN A TWELVE- MONTH PERI GD, EXCEPT I N CASES
OF ALLEGED FRAUD.

(F) LIMT AUDI TS TO CLAI MS ADJUDI CATED W THI N THE PREVI QUS TWENTY- FOUR
MONTHS.

(G REFRAIN FROM ON-SI TE AUDI TS DURI NG THE FI RST FI VE CALENDAR DAYS OF
ANY MONTH OR THE DAY BEFORE OR AFTER A FEDERAL HCOLIDAY DUE TO H GH
ANTI Cl PATED PRESCRI PTI ON VOLUME, EXCEPT W TH CONSENT FROM THE SUPERVI S-
I NG PHARMACI ST.

4. AN ENTI TY CONDUCTI NG A REMOTE OR DESK AUDI T SHALL:

(A) PROVI DE AT LEAST FI VE BUSI NESS DAYS ADVANCE WRI TTEN NOTICE OF AN
AUDIT BY MAIL OR COWON CARRI ER, RETURN RECEI PT REQUESTED, OR ELECTRON-
| CALLY W TH ELECTRONI C RECEI PT CONFI RVATI ON, ADDRESSED TO THE SUPERVI S-
I NG PHARMACI ST OF RECORD AND THE PHARVACY CORPORATE OFFI CE WHERE APPLI -
CABLE.

(B) IN THE CASE OF AN ELECTRONI C NOTI FI CATI ON, CONFI RM THAT THE SUPER-
VI SI NG PHARMACI ST OF RECORD OR THE PHARMACY CORPORATE OFFICE HAS
ACKNOW.EDGED RECEI PT BEFORE PROCEEDI NG W TH THE AUDI T.

(© ALLOWA M N MUM OF TEN BUSI NESS DAYS FOR A PHARVACY TO COVPLY W TH
AN AUDI T REQUEST SENT ELECTRONI CALLY, BEG NNI NG ON THE DAY ON WHI CH THE
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SUPERVI SI NG PHARVACI ST OF RECORD OR THE PHARVACY CORPORATE OFFI CE
ACKNOW.EDGED RECEI PT OF THE AUDI T NOTI FI CATI ON.

(D) LIMT THE NUMBER OF CLAI M5 TO NO MORE THAN TVENTY- FI VE RANDOWMLY
SELECTED CLAI MS.

(E) IF A REMOTE OR DESK AUDI T REVEALS THE NECESSITY FOR A REVIEW OF
ADDI TI ONAL CLAI M5, THE FOLLOWMUP AUDI T SHALL BE CONDUCTED ON- SI TE.

5. AN ENTITY CONDUCTI NG EI THER AN ON-SI TE AUDIT OR A DESK AUDI T SHALL:

(A) AUDIT A PHARVACY USI NG THE SAVE STANDARDS AND PARAMETERS USED | N
AUDI TI NG SIM LARLY SI TUATED PHARMACI ES ON BEHALF O THE SAVE AUDIT
CLI ENT. ANY DOCUMENTATI ON AND RECCORDS REQUI RED BY AN AUDI TOR DURI NG AN
AUDI T SHALL BE OF THE SAME TYPE AS DOCUMENTATI ON AND RECORDS REQUI RED
FOR OTHER SI M LARLY SI TUATED PHARMACI ES.

(B) ACCEPT THAT THE FI NAL ADJUDI CATI ON OF A CLAI M MEANS THAT THE DRUG
PRESCRI BER AND PATI ENT ELI @ BI LI TY HAS BEEN APPROVED.

(©) ACCEPT | NFORVATI ON PERTAI NI NG TO THE RECORDS OF A HOSPI TAL, PHYSI -
CIAN OR OTHER AUTHORI ZED HEALTHCARE PROVI DER WRI TTEN OR TRANSM TTED BY
ANY MEANS OF COVMUNI CATI ON AS VALI DATION O THE PHARMACY RECORD W TH
RESPECT TO ORDERS OR REFILLS OF ANY LEGEND OR NARCOTI C DRUG

(D) ACCEPT AS VALIDATION THE ELECTRONIC OR PHYSICAL COPY OF A
PRESCRI PTI ON THAT COWPLI ES W TH STATE LAW

(E) ACCEPT AS VALI DATI ON ANY REASONABLY CLEAR AND ACCURATE ELECTRONI C
DOCUMENTATI ON SUCH AS A SI GNATURE LOG OR SCANNED PATI ENT RECORDS | NDI -
CATI NG THAT THE PRESCRI PTI ON WAS PI CKED UP, DELI VERED BY THE PHARMACY OR
SENT TO THE PATI ENT BY COVMON CARRI ER. | F SUCH RECORDS ARE NOTI' AVAI L-
ABLE, ACCEPT WRI TTEN VERI FI CATI ON FROM THE PATI ENT THAT THE PRESCRI PTI ON
WAS RECEI VED.

(F) VALIDATION OF APPROPRIATE DAYS SUPPLY AND DRUG DOSI NG MJUST BE
BASED ON MANUFACTURER GUI DELI NES AND DEFINITIONS, OR IN THE CASE OF
TOPI CAL  PRODUCTS OR Tl TRATED PRODUCTS, THE PROFESSI ONAL JUDGVENT OF THE
PHARVACI ST BASED ON COVMUNI CATI ON W TH THE PATI ENT OR PRESCRI BER

(G AN AUDI T THAT | NVOLVES CLI NI CAL OR PROFESSI ONAL JUDGMVENT MJST BE
CONDUCTED BY OR | N CONSULTATI ON WTH A PHARMACI ST WTH A VALI D NEW YORK
STATE LI CENSE.

IN THE CASE OF INVAO CE AUDI TS, AN ENTITY SHALL:

(1) ACCEPT AS VALI DATI ON I NVO CES FROM ANY VWHOLESALER REG STERED W TH
THE DEPARTMENT OF EDUCATION FROM VWH CH THE PHARVACY HAS PURCHASED
PRESCRI PTI ON DRUGS;

(1) ACCEPT AS VALI DATI ON A RECEI PT FROM ANOTHER PHARVACY FOR TRANS-
ACTI ONS AUTHORI ZED UNDER STATE LAW

(1'11) ACCEPT I NVO CES THAT SUPPORT | NVENTORY ON HAND, AND

(1'V) REQUEST DOCUMENTATI ON PERTAI NI NG ONLY TO THE CLAI M5 UNDER AUDI T.

6. AN ENTITY CONDUCTI NG AN AUDI T OF A PHARVMACY SHALL PROVI DE THE PHAR-
MACY AND THE PHARVACY CORPORATE OFFI CE WHERE APPLI CABLE WTH A PRELI M -
NARY AUDI T REPORT NO LATER THAN FORTY-FI VE DAYS AFTER THE DATE ON VH CH
THE AUDIT WAS COVPLETED AND SHALL CONTAI N CLAI M LEVEL | NFORVATI ON FOR
ANY DI SCREPANCY FOUND. THE PRELI M NARY AUDI T REPORT SHALL BE SENT BY
MAIL OR COWON CARRI ER W TH RETURN RECEI PT REQUESTED OR ELECTRONI CALLY
W TH ELECTRONI C RECEI PT CONFI RVATI ON.

7. THE PHARMACY RECEI VI NG THE PRELI M NARY AUDI T REPORT SHALL HAVE NO
FEWER THAT FORTY-FI VE DAYS I N WHI CH TO PRODUCE DOCUMENTATI ON TO ADDRESS
ANY FI NDI NGS OR CONTEST ANY FINDINGS IN THE REPORT I N ACCORDANCE W TH
THE AUDI T PROCEDURE. THE ENTI TY SHALL CONSI DER A REASONABLE REQUEST FROM
THE PHARVACY FOR AN EXTENSI ON OF TI ME TO SUBM T DOCUMENTATI ON TO ADDRESS
OR CORRECT ANY FI NDI NGS I N THE REPORT.

8. | F THE AUDIT RESULTS IN A DI SPUTE OR DENI AL OF A CLAIM THE ENTITY
CONDUCTI NG THE AUDI T SHALL ALLOW THE PHARMACY TO RESUBM T A CORRECTED
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CLAI M USI NG ANY COMMVERCI ALLY REASONABLE METHOD | NCLUDI NG FACSI M LE, MAI L
OR ELECTRONI C MAI L.

9. AN ENTI TY CONDUCTI NG AN AUDI T MUST PROVI DE THE PHARMACY THAT I T THE
SUBJECT OF AN AUDI T AND THE PHARMACY CORPORATE OFFI CE WHERE APPLI CABLE
W TH A FINAL AUDI T REPORT CONTAI NI NG CLAIM LEVEL | NFORMATION FOR ANY
DI SCREPANCY FOUND NO LATER THAN SI XTY DAYS AFTER THE PRELI M NARY AUDI T
REPORT WAS RECEI VED BY THE PHARMACY OR SI XTY DAYS FOLLOW NG THE DAY ON
VH CH THE PHARMACY CONTESTED THE PRELI M NARY REPORT, WH CHEVER | S LATER.

10. WTH REGARD TO FI NANCI AL RECOUPMENTS OR RECOVERI ES:

(A) AN ENTITY CONDUCTING AN AUDIT OF A PHARMACY MAY NOT ASSESS A
RECOUPMENT ASSOCI ATED WTH A TYPOGRAPHI CAL, SCRIVNER S OR CLERI CAL
ERROR. A CLERICAL ERROR |S AN ERROR THAT DOES NOT RESULT | N ACTUAL
FI NANCI AL HARM TO THE COVERED ENTI TY OR CONSUMER AND DOES NOT | NCLUDE
THE DI SPENSING OF AN | NCORRECT DOSE, AMOUNT OR TYPE OF MEDI CATI ON OR
DI SPENSI NG A PRESCRI PTI ON DRUG TO THE WRONG PERSON.

(B) EXCEPT IN CASES IN WHI CH FRAUD IS EVIDENCED, AN ENTITY'S FINDI NG
THAT A CLAI M WAS | NCORRECTLY PRESENTED OR PAI D MUST BE BASED ON | DENTI -
FI ED TRANSACTI ONS AND NOT BASED ON PROBABI LI TY SAMPLI NG, EXTRAPOLATI ON
OR OTHER MEANS THAT PRQJECT AN ERROR USI NG THE NUMBER OF PATENTS SERVED
VWHO HAVE A SI M LAR DI AGNCSIS OR THE NUMBER OF SI M LAR PRESCRI PTIONS OR
REFI LLS FOR SI M LAR DRUGS.

(C© AN ENTITY MAY NOT CHARGE | NTEREST DURI NG THE AUDI T PERI OD.

(D) EXCEPT FOR ADDI TI ONAL SAFETY REQUI REMENTS FOR AN | NDI VI DUAL DRUG
REQUI RED BY THE MANUFACTURER OR BY THE FEDERAL FOOD AND DRUG ADM NI S-
TRATION, A RECOUPMENT MAY NOT BE BASED ON DOCUMENTATI ON REQUI REMENTS
THAT EXCEED REQUI REMENTS OF THE NEW YORK STATE BOARD OF PHARMACY OR THE
PERFORVANCE OF A PROFESSI ONAL DUTY THAT EXCEEDS REQUI REMENTS OF THE NEW
YORK STATE BOARD OF PHARMACY.

(E) AMOUNTS RECOVERED PURSUANT TO AUDI T RESULTS SHALL BE | DENTIFIED I N
REM TTANCE STATEMENTS AND REFLECTED IN THE 835 EDI REM TTANCE BY CLAIM
OR PRESCRI PTI ON NUMBERS LEVEL AND SHALL NOT APPEAR AS A LUWP SUM ADJUST-
VENT.

(F) RECOUPMENTS OF ANY DISPUTED FUNDS SHALL OCCUR AFTER THE FI NAL
| NTERNAL DI SPOSI TION OF THE AUDI T, | NCLUDING THE APPEALS PROCESS SET
FORTH I N THI S SECTI ON.

(G AN ENTITY MAY RECOUP THE DI SPENSI NG FEE ONLY | F:

THE PRESCRI PTI ON WAS NOT ACTUALLY DI SPENSED;
| ) THE PRESCRI BER DENI ED AUTHORI ZATI ON;

1) THE PRESCRI PTI ON WAS A DI SPENSI NG ERROR BY THE PHARMACY;

V) THE AMOUNT OF THE DI SPENSI NG FEE PAI D WAS | NCORRECT; OR

V) THE | DENTIFI ED ERROR IS BASED SOLELY ON AN EXTRA PAI D DI SPENSI NG
FEE.

(H IN THE CASE OF ERRORS THAT HAVE NO FI NANCI AL HARM TO THE PATI ENT
OR TO THE PLAN, THE AUDI TI NG ENTI TY MAY NOT ASSESS ANY CHARGEBACKS.

S 2. This act shall take effect on the ninetieth day after it shall
have becone | aw.
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