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STATE OF NEW YORK
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2011- 2012 Regul ar Sessi ons
I N ASSEMBLY
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Introduced by M of A P. R VERA CASTRO, CYMBROW TZ, CRESPO, SCARBOR-
OQUGH, N. RIVERA, JAFFEE, G BSON, MOYA, H KIND, ARROYO, J. RIVERA,
RODRI GUEZ, LINARES, STEVENSON, RAMOS, ROSENTHAL, ABI NANTI, PERRY
M LLMAN, GUNTHER, BURLI NG HOOPER, WElI SENBERG SCHI MEL -- Milti - Spon-
sored by -- M of A COOK, G.ICK, HEASTIE, V. LOPEZ, MDONOUGH, SWEE-
NEY, TITONE -- read once and referred to the Conmttee on Health --
commttee discharged, bill anended, ordered reprinted as anended and
recommtted to said conmttee -- again reported from said commttee
with amendnents, ordered reprinted as anmended and reconmmtted to said
conmttee -- recommtted to the Commttee on Health in accordance with
Assenbly Rule 3, sec. 2 -- commttee discharged, bill anended, ordered
reprinted as anended and reconmtted to said comrttee

AN ACT to anend the social services law, in relation to requiring
managed care providers to provide coverage of nedically necessary
prescription drugs and nedi cal supplies

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

Section 1. Subdivision 1 of section 364-j of the social services |aw
i s amended by addi ng a new paragraph (z) to read as foll ows:

(2) "PHARMACY AND THERAPEUTI CS COMM TTEE'. AN | NDEPENDENT COW TTEE
USED BY A MANAGED CARE PROVI DER TO DEVELOP AND MANAGE A FORMULARY OR
PREFERRED DRUG LI ST THAT OPERATES PURSUANT TO THE REQUI REMENTS OF SUBDI -
VI SI ON TVENTY- SI X OF THI S SECTI ON

S 2. Section 364-j of the social services law is anmended by adding two
new subdi vi sions 26 and 27 to read as foll ows:

26. NOTW THSTANDI NG ANY OTHER PROVISION OF LAW TO THE CONTRARY
MANAGED CARE PROVIDERS SHALL COVER MEDI CALLY NECESSARY PRESCRI PTI ON
DRUGS AND MEDI CAL SUPPLIES I N ACCORDANCE WTH THE FOLLOWNG REQUI RE-
MENTS:

(A) A MANAGED CARE PROVI DER MAY UTI LI ZE A FORMULARY OR PREFERRED DRUG
LI ST IN THE ADM NI STRATI ON OF THI S BENEFI T PROVI DED THAT SUCH FORMULARY

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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SHALL HAVE BEEN REVIEWED AND APPROVED BY AN | NDEPENDENT PHARMACY AND
THERAPEUTI CS COWM TTEE COMPRISED OF MEMBERS FROM VAR OUS CLI NI CAL
SPECI ALTI ES THAT ADEQUATELY REPRESENT THE NEEDS OF ENROLLEES | NCLUDI NG
AT A M N MM THE FOLLOWN NG CATEGORI ES OF MEMBERS:

(1) NEW YORK STATE LI CENSED, BOARD CERTI FI ED PHYSI Cl AN PRACTI CI NG | N
THE COMMUNI TY AND SERVI NG THE MEDI CAl D POPULATI ON;

(11) NEW YORK STATE LI CENSED, BOARD CERTIFIED SPECI ALTY PHYSI Cl ANS,
| NCLUDI NG, AT A M NI MUM

(A) PHYSI Cl AN WHO | S BOARD CERTI FI ED | N CARDI OLOGY, AND

(B) PHYSI Cl AN WHO | S BOARD CERTI FI ED | N PSYCHI ATRY;

(I11) NEW YORK STATE LI CENSED PHARMACI ST PRACTI CI NG | N THE COVMUNI TY;
AND

(1V) AT LEAST ON A CONSULTI NG BASI S, AN ADEQUATE NUMBER OF HI GH VOLUME
SPECI ALI STS, | NCLUDI NG BUT NOT LIMTED TO, AN HIV SPECI ALI ST, DEFI NED
AS A PHYSI Cl AN THAT HAS MET THE CRI TERI A OF:

(A) THE HIV MEDI CI NE ASSOCI ATI ON (HI VMA) DEFI NI TI ON OF AN HI V- EXPERI -
ENCED PROVI DER, OR

(B) HIV SPECI ALI ST STATUS ACCORDED BY THE AMERI CAN ACADEMY OF HIV
MEDI CI NE ( AAH VM) .

(B) THE DEPARTMENT OF HEALTH SHALL DEVELOP STANDARDS TO ENSURE THAT
EACH MANAGED CARE PROVI DER S PHARMACY AND THERAPEUTI CS COWMM TTEE MEMBERS
COVE FROM VARI OUS CLI NI CAL SPECIALTIES AND ADEQUATELY REPRESENT THE
NEEDS OF PLAN BENEFI Cl ARIES. A MAJORI TY OF MEMBERS SHALL BE PRACTI Cl NG
PHYSI CI ANS OR PRACTI CI NG PHARMACI STS LI CENSED PURSUANT TO TI TLE El GHT OF
THE EDUCATI ON LAW SUCH DEPARTMENT SHALL ALSO DEVELOP STANDARDS TO
ENSURE A TRANSPARENT PROCESS FOR FORMULARY DEVELOPMENT WH CH SHALL
| NCLUDE THE OPPORTUNI TY FOR PUBLI C COMMENT PRI OR TO ANY CHANGES TO THE
FORMULARY. EACH MANAGED CARE PROVI DER S COMM TTEE SHALL MEET NO LESS
FREQUENTLY THAN ON A QUARTERLY BASIS AND SHALL MEET THE FOLLOW NG
REQUI REMENTS:

(1) M NUTES OF THE MEETI NGS SHALL BE MADE AVAI LABLE TO THE PUBLI C AND
ON THE APPROPRI ATE STATE | NTERNET WEBSI TE W THI N TEN BUSI NESS DAYS AFTER
SUCH M NUTES ARE APPROVED:

(11) NOT LESS THAN THI RTY DAYS PRIOR TO A MEETING THE PHARMACY AND
THERAPEUTI CS COWM TTEE SHALL POST TO THE APPROPRI ATE STATE | NTERNET
WEBSI TE (A) THE MEETI NG AGENDA, (B) A LIST OF THE DRUG CLASSES TO BE
CONSI DERED AT THE MEETING AND (C) BACKGROUND MATERI ALS AND SUPPORTI NG
DOCUMENTATI ON PROVI DED TO THE MEMBERS OF SUCH COMM TTEE W TH RESPECT TO
DRUGS AND DRUG CLASSES THAT ARE BEFORE THE COWMM TTEE FOR REVI EW AND

(I'11) THE PHARMACY AND THERAPEUTI CS COWM TTEE SHALL PROVI DE APPROPRI -
ATE OPPORTUNI TY FOR PUBLI C TESTI MONY AT EACH REGULARLY SCHEDULED COMM T-
TEE MEETI NG PRI OR TO DELI BERATI NG ON ANY RECOVMENDATI ONS REGARDI NG A
DRUG OR A CLASS OF DRUGS, THE COWM TTEE SHALL ACCEPT TESTI MONY, |N WRI T-
ING OR IN PERSON, THAT IS OFFERED BY A MANUFACTURER OF SUCH DRUGS OR
ANOTHER | NTERESTED PARTY.

(C) A MANAGED CARE PROVIDER THAT ADOPTS A FORMULARY SHALL COVER
PRESCRI PTI ON DRUGS | N ALL CATEGORI ES AND CLASSES FOR ALL DI SEASE STATES
AND PROVI DE A BROAD RANGE OF THERAPEUTIC OPTIONS FOR ALL USP MODEL
GUI DELINES FOR FORMULARY KEY DRUG TYPES AND DESI GNATED DRUG CLASSES,
I NCLUDI NG ALL OR SUBSTANTI ALLY ALL DRUGS | N THE ANTI DEPRESSANT, ATYPI CAL
ANTI PSYCHOTI C,  ANTI NEOPLASTI C,  ANTI CONVULSANT, | MMUNOSUPPRESSANT ~ AND
ANTI - RETROVI RAL CLASSES. A MANAGED CARE PROVI DER SHALL ALSO COVER A
PRESCRI PTI ON DRUG WHEN THE PHARMACY AND THERAPEUTI CS COWM TTEE DETER-
MNES A DRUG IS SIGNFICANTLY MORE CLIN CALLY EFFECTI VE OR SAFE THAN
OTHER DRUGS | N THE CLASS.
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(D) A MANAGED CARE PROVIDER  SHALL PROVI DE  COVERACGE FOR
NON- PREFERRED/ NON- FORMULARY  PRESCRI PTI ON  DRUGS THAT WERE PRESCRI BED TO
THE PARTI Cl PANT TO TREAT A CONDI TION THAT |S TREATED ON AN ONGO NG
BASI S, ElI THER W TH CONTI NUOUS MEDI CATI ON OR A MEDI CATI ON TAKEN AS NEEDED
PRIOR TO PRESCRI PTI ON DRUGS BEI NG ADDED TO THE MANAGED CARE PROGRAM OR
BEI NG REMOVED FROM THE FORMULARY.

(E) THE PRI OR AUTHORI ZATI ON SHALL BE PROCESSED, AND A RESPONSE SENT TO
THE REQUESTI NG PHARVACI ST W THI N TWO BUSI NESS DAYS OF SUBM SSI ON. PRI OR
TO THE COVPLETI ON OF THE PRI OR AUTHORI ZATI ON PROCESS, A PLAN SHALL COVER
A M N MUM SEVENTY- TWO HOUR SUPPLY OF THE PRESCRI BED DRUG AND THE PHARIVA-
CI ST SHALL BE RElI MBURSED FOR DI SPENSI NG A SEVENTY- TWO HOUR SUPPLY TO AN
ENRCLLEE.

(F) A MANAGED CARE PROVI DER SHALL ONLY | MPLEMENT REASONABLE AND GENER-
ALLY ACCEPTABLE FORMULARY AND UTI LI ZATI ON MANAGEMENT | NCLUDI NG, BUT  NOT
LIMTED TGO, PRI OR AUTHORI ZATI ON, STEP THERAPY AND GENERI C SUBSTI TUTI ONS;
PROVI DED SUCH TOOLS ARE REVI EWED AND APPROVED BY THE PHARVACY AND THERA-
PEUTI CS COW TTEE BASED ON THE STRENGIH OF SClI ENTI FI C EVI DENCE, STAND-
ARDS OF PRACTI CE AND NATI ONALLY ACCEPTED TREATMENT GUI DELI NES.

(G PRIOR TO REMOVI NG A COVERED DRUG FROM | TS FORMULARY, A NMNANAGED
CARE PROVI DER MJST PROVIDE AT LEAST SIXTY DAYS NOTI CE TO ENROLLEES,
AUTHORI ZED PRESCRI BERS, NETWORK PHARMACI ES AND PHARVACI STS PRIOR TO THE
DATE SUCH CHANGE BECOMES EFFECTI VE.

( A MANAGED CARE PROVI DER SHALL REVI EW THROUGH THE PHARVACY AND
THERAPEUTI CS COW TTEE, ALL DRUGS THAT RECElI VE APPROVAL FROM THE FEDERAL
FOOD AND DRUG ADM NI STRATI ON W THI N NI NETY DAYS OF THEIR RELEASE IN THE
MARKET, AND DECI SI ONS REGARDI NG | NCLUSI ON | N ANY FORMULARY OR PREFERRED
DRUG LI ST SHALL BE MADE W THI N ONE HUNDRED ElI GHTY DAYS OF THEIR RELEASE
IN THE MARKET. PROVI DED, HOWEVER, THAT I N THE CASE OF THOSE DRUGS WH CH
HAVE RECEIVED PRIORITY EXPEDI TED REVI EWAND APPROVAL OF THE FOOD AND
DRUG ADM NI STRATION, A DECISION FOR INCLUSION IN THE FORMJLARY OR
PREFERRED DRUG LI ST SHALL BE MADE W THI N NI NETY DAYS OF SUCH APPROVAL BY
THE FOOD AND DRUG ADM NI STRATI ON.

(1) A MANAGED CARE PROVIDER SHALL BE SUBJECT TO AND SHALL USE THE
GRI EVANCE AND APPEALS PRCOCESS, | NCLUDI NG THE RIGHAT TO EXTERNAL REVI EW
MANDATED BY ARTI CLE FORTY-N NE OF THE PUBLI C HEALTH LAW AND TI TLE 42 OF
THE CODE OF FEDERAL REGULATI ONS, PART 438, UPON RECEI PT OF AN APPEAL OF
A DENTAL OF A REQUESTED PRESCRI PTI ON DRUG, | NCLUDI NG A DENI AL BASED ON
STEP THERAPY OR FAI L FI RST PROTOCCLS.

(J) ON OR BEFORE APRIL FI RST, TWDO THOUSAND THI RTEEN, THE DEPARTMENT OF
HEALTH SHALL DEVELOP STANDARDI ZED DRUG PRI OR AUTHORI ZATI ON REQUEST FORMS
TO BE UTI LI ZED BY HEALTHCARE PROVI DERS, AND ACCEPTED BY MANAGED CARE
ORGANI ZATI ONS CONTRACTED BY THE STATE. TO THE EXTENT ELECTRONI C
PRESCRI Bl NG SYSTEMS ARE USED, ELECTRONI C PRI OR AUTHORI ZATI ON CAPABI LI -
TIES SHALL BE | NCORPCRATED | NTO THE PROGRAM

27. THE DEPARTMENT OF HEALTH SHALL PREPARE A REPORT NO LATER THAN
El GHTEEN MONTHS AFTER THE | MPLEMENTATI ON OF ANY EXPANSION OF MANAGED
CARE TO A NEW POPULATION AND)OR FOR NEWBENEFI TS OR SERVI CES. THE
DEPARTMENT SHALL POST A DRAFT REPORT ON I TS WEBSITE AND PROVIDE AN
OPPORTUNI TY FOR PUBLI C COMMENT. THE FI NAL REPORT SHALL BE SUBM TTED TO
THE GOVERNOR AND THE LEGQ SLATURE, ALONG W TH A DESCRI PTI ON OF THE PROC-
ESS PROVI DED FOR PUBLI C | NPUT. THE REPORT SHALL | NCLUDE AN ASSESSMENT OF
THE FOLLOW NG

(A) THE | MPACT OF MANAGED CARE ON PATI ENT ACCESS TO CARE, | NCLUDI NG AN
EVALUATI ON OF ANY BARRIERS TO USE OF SERVI CES, | NCLUDI NG PRESCRI PTI ON
DRUGS, CREATED BY THE USE O MEDI CAL MANAGEMENT OR COST CONTAI NVENT
TOALS;
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(B) THE |IMPACT OF THE MANAGED CARE EXPANSION ON UTI LI ZATI ON OF
SERVI CES, QUALI TY OF CARE AND PATI ENT QUTCOMES; AND

(© THE USE OF PRI OR AUTHORI ZATI ON AND OTHER UTI LI ZATI ON MANAGEMENT
TOOLS, | NCLUDI NG AN ASSESSMENT OF WHETHER THESE TOOLS POSE AN UNDUE
ADM NI STRATI VE BURDEN FOR PHYSI Cl ANS AND/ OR CREATE BARRI ERS TO NEEDED
CARE.

S 3. This act shall take effect imediately; provided, however, that
the anendnents to section 364-j of the social services | aw nade by
sections one and two of this act shall not affect the repeal of such
section and shall be deened repeal ed therewth.



