Co~NOUITR~hWNE

STATE OF NEW YORK

2834--A
2015- 2016 Regul ar Sessi ons
I N ASSEMBLY
January 20, 2015
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Orl'S, ABINANTI, CLARK, BARRETT -- Miulti-Sponsored by -- M of A CRES-
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Rl VERA, SCHI MEL, SEPULVEDA -- read once and referred to the Committee
on Insurance -- conmttee discharged, bill amended, ordered reprinted
as anended and recommitted to said committee

AN ACT to anend the insurance law, in relation to the regulation of step
t herapy policies

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

Section 1. Legislative findings. The legislature hereby finds and
decl ares that:

(a) Health insurance plans are increasingly naking use of step therapy
protocols wunder which patients are required to try one or nore
prescription drugs before coverage is provided for a drug selected by
the patient's health care provider.

(b) The legislature further finds that such step therapy protocols,
where they are based on wel | -devel oped scientific standards and adm ni s-
tered in a flexible manner that takes into account the individual needs
of patients, can play an inportant role in controlling health care
cost s.

(c) The legislature further finds that, in sonme cases, requiring a
patient to follow a step therapy protocol may have adverse and even
danger ous consequences for the patient who may not realize a benefit
from taking a prescription drug or may suffer harm fromtaking an i nap-
propriate drug.

(d) The legislature further finds that, without wuniform policies in
the state for step therapy protocols, patients nay not receive the best
and nost appropriate treatnent.

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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(e) The legislature further finds that it 1is inperative that step
therapy protocols in the state preserve the health care provider's right
to make treatnent decisions in the best interest of the patient.

(f) Therefore, the legislature declares it a matter of public interest
that it require health insurers to base step therapy protocols on appro-
priate clinical practice guidelines developed by independent experts
wi th knowl edge of the condition or conditions under consideration; that
patients be exenpt from step therapy protocols when inappropriate or
otherwise not in the best interest of the patients; and that patients
have access to a fair, transparent and i ndependent process for request-
ing an exception to a step t herapy protocol when appropriate.

S 2. The insurance law is anended by adding a new article 33 to read
as foll ows:

ARTI CLE 33
REGULATI ON OF STEP THERAPY PQLI Cl ES

SECTI ON 3301. DEFI NI TI ONS
3302. CLI NI CAL REVI EW CRI TERI A.
3303. EXCEPTI ONS PROCESS TRANSPARENCY
3304. COST- SHARI NG,
3305. REGULATI ONS.

S 3301. DEFINITIONS. AS USED IN THI S ARTI CLE:

(A) "CLIN CAL PRACTI CE GUI DELI NES" SHALL MEAN A SYSTEMATI CALLY DEVEL-
OPED STATEMENT TO ASSI ST HEALTH CARE PROVI DER AND PATI ENT DECI SI ONS
ABOUT APPROPRI ATE HEALTHCARE FOR SPECI FI C CLI NI CAL Cl RCUMSTANCES AND
CONDI TI ONS.

(B) "CLIN CAL REVIEW CRI TERI A" SHALL MEAN THE WRI TTEN SCREENI NG PRCCE-
DURES, DECI SI ON ABSTRACTS, CLIN CAL PROTOCOLS AND PRACTICE GUl DELI NES
USED BY AN I NSURER, HEALTH PLAN, OR UTI LI ZATI ON REVI EW ORGANI ZATI ON TO
DETERM NE THE MEDI CAL NECESSITY AND APPRCOPRI ATENESS OF HEALTHCARE
SERVI CES.

(© "STEP THERAPY PROTOCOL" SHALL MEAN A PROTOCOL OR PROGRAM THAT
ESTABLI SHES THE SPECI FI C SEQUENCE IN VWH CH PRESCRI PTION DRUGS FOR A
SPECI FI ED MEDI CAL  CONDI TI ON AND MEDI CALLY APPROPRI ATE FOR A PARTI CULAR
PATI ENT ARE COVERED BY AN | NSURER OR HEALTH PLAN

(D) "STEP THERAPY OVERRI DE DETERM NATI ON' SHALL MEAN A DETERM NATI ON
AS TO WHETHER A STEP THERAPY PROTOCOL SHOULD APPLY | N A PARTI CULAR SI TU-
ATION, OR WHETHER THE STEP THERAPY PROTOCOL SHOULD BE OVERRI DDEN I N
FAVOR OF | MVEDI ATE COVERAGE OF THE HEALTH CARE PROVIDER S SELECTED
PRESCRI PTION DRUG THIS DETERM NATION |S BASED ON A REVIEWOF THE
PATI ENT' S OR PRESCRI BER S REQUEST FOR AN OVERRI DE, ALONG W TH SUPPORTI NG
RATI ONALE AND DOCUMENTATI ON

(E) "UTILIZATION REVIEW ORGAN ZATI ON' SHALL MEAN AN ENTITY THAT
CONDUCTS UTI LI ZATION REVIEW OTHER THAN AN I NSURER OR HEALTH PLAN
PERFORM NG UTI LI ZATI ON REVI EW FOR | TS OMN HEALTH BENEFI T PLANS

S 3302. CLINICAL REVIEWCRI TERIA. (A) CLIN CAL REVI EW CRI TERI A USED TO
ESTABLI SH A STEP THERAPY PROTOCOL SHALL BE BASED ON CLIN CAL PRACTI CE
GUI DELI NES THAT:

(1) RECOMVEND THAT THE PRESCRI PTI ON DRUGS BE TAKEN | N THE SPECI FI C
SEQUENCE REQUI RED BY THE STEP THERAPY PROTOCOL.

(2) ARE DEVELOPED AND ENDORSED BY AN | NDEPENDENT, MJLTI DI SCI PLI NARY
PANEL OF EXPERTS NOT AFFI LI ATED W TH AN | NSURER, HEALTH PLAN OR UTI LI ZA-
TI ON REVI EW ORGANI ZATI ON.

(3) ARE BASED ON HI GH QUALI TY STUDI ES, RESEARCH, AND MEDI CAL PRACTI CE

(4) ARE CREATED BY AN EXPLICI' T AND TRANSPARENT PROCESS THAT:

(A) M N M ZES Bl ASES AND CONFLI CTS OF | NTEREST,
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(B) EXPLAINS THE RELATI ONSHI P BETWEEN TREATMENT OPTI ONS AND OUTCOMVES;
(© RATES THE QUALITY OF THE EVI DENCE SUPPORTI NG RECOMVENDATI ONS; AND
(D) CONSI DERS RELEVANT PATI ENT SUBGROUPS AND PREFERENCES.

(5) ARE CONTI NUALLY UPDATED THROUGH A REVIEW OF NEW EVI DENCE AND
RESEARCH.

(B) AN I NSURER, HEALTH PLAN, OR UTI LI ZATI ON REVI EW ORGANI ZATI ON SHALL
CERTI FY ANNUALLY | N RATE FI LI NG DOCUMENTS SUBM TTED TO THE DEPARTMENT OF
FI NANCI AL SERVI CES THAT THE CLI NI CAL REVI EW CRI TERI A USED | N STEP THERA-
PY PROGRAMS FOR PHARMACEUTI CALS MEET THE REQUI REMENTS SET FORTH IN THI S
ACT.

(© PROPCSED CLINI CAL REVIEW CRI TERIA WLL BE SUBM TTED TO THE DEPART-
MENT OF FI NANCI AL SERVI CES FOR REVIEW AND MJST RECEIVE APPROVAL OR
ACCREDI TATI ON PRI OR TO | MPLEMENTATI ON.

S 3303. EXCEPTIONS PROCESS TRANSPARENCY. (A) WHEN COVERAGE OF A
PRESCRI PTION DRUG FOR THE TREATMENT OF ANY NMEDICAL CONDITION IS
RESTRICTED FOR USE BY AN | NSURER, HEALTH PLAN, OR UTI LI ZATI ON REVI EW
ORGANI ZATI ON THROUGH THE USE OF A STEP THERAPY PROTOCOL, THE PATI ENT AND
PRESCRI Bl NG PRACTI TI ONER SHALL HAVE ACCESS TO A CLEAR AND CONVEN ENT
PROCESS TO REQUEST A STEP THERAPY EXCEPTI ON DETERM NATI ON. AN | NSURER,
HEALTH PLAN, OR UTI LI ZATI ON REVI EW ORGANI ZATION MAY USE I TS EXI STI NG
MVEDI CAL  EXCEPTIONS PROCESS TO SATISFY TH S REQUI REMENT. THE PROCESS
SHALL BE MADE EASILY ACCESSIBLE ON THE |INSURER S, HEALTH PLAN S, OR
UTI LI ZATI ON REVI EW CRGANI ZATI ON' S VEBSI TE.

(B) A STEP THERAPY OVERRIDE DETERM NATI ON REQUEST SHALL BE EXPE-
DI TI QUSLY GRANTED | F:

(1) THE REQUI RED PRESCRI PTI ON DRUG | S CONTRAI NDI CATED OR WLL LI KELY
CAUSE AN ADVERSE REACTI ON BY OR PHYSI CAL OR MENTAL HARM TO THE PATI ENT.

(2) THE REQUI RED PRESCRI PTI ON DRUG | S EXPECTED TO BE | NEFFECTI VE BASED
ON THE KNOWN RELEVANT PHYSI CAL OR MENTAL CHARACTERI STI CS OF THE PATI ENT
AND THE KNOWN CHARACTERI STI CS OF THE PRESCRI PTI ON DRUG REG MEN.

(3) THE PATI ENT HAS TRI ED THE REQUI RED PRESCRI PTI ON DRUG WHI LE UNDER
THEIR CURRENT OR A PREVI QUS HEALTH | NSURANCE OR HEALTH BENEFI T PLAN, OR
ANOTHER PRESCRI PTI ON DRUG I N THE SAME PHARMACOLOG C CLASS OR WTH THE
SAME MECHANI SM CF ACTI ON AND SUCH PRESCRI PTI ON DRUG WAS DI SCONTI NUED DUE
TO A LACK OF EFFI CACY OR EFFECTI VENESS, DI M NI SHED EFFECT, OR AN ADVERSE
EVENT.

(4) THE REQUI RED PRESCRI PTION DRUG IS NOT I N THE BEST | NTEREST OF THE
PATI ENT, BASED ON MEDI CAL APPROPRI ATENESS.

(5) THE PATIENT IS STABLE ON A PRESCRI PTION DRUG SELECTED BY THEIR
HEALTH CARE PROVI DER FOR THE MEDI CAL CONDI TI ON UNDER CONSI DERATI ON.

(© UPON THE GRANTING OF A STEP THERAPY OVERRI DE DETERM NATI ON, THE
| NSURER, HEALTH PLAN, OR UTI LI ZATI ON REVI EW ORGANI ZATI ON SHALL AUTHCRI ZE
COVERACE FOR THE PRESCRI PTI ON DRUG PRESCRI BED BY THE PATI ENT' S TREATI NG
HEALTHCARE PROVI DER, PROVIDED SUCH PRESCRIPTION DRUG IS A COVERED
PRESCRI PTI ON DRUG UNDER SUCH POLI CY OR CONTRACT.

(D) THI'S SECTI ON SHALL NOT BE CONSTRUED TO PREVENT:

(1) AN I NSURER, HEALTH PLAN, OR UTI LI ZATI ON REVI EW ORGANI ZATI ON FROM
REQU RING A PATIENT TO TRY AN AB-RATED GENERI C EQUI VALENT PRIOR TO
PROVI DI NG COVERAGE FOR THE EQUI VALENT BRANDED PRESCRI PTI ON DRUG

(2) A HEALTH CARE PROVI DER FROM PRESCRI BI NG A PRESCRI PTI ON DRUG THAT
'S DETERM NED TO BE MEDI CALLY APPROPRI ATE.

(E) EACH HEALTH | NSURER SHALL MAI NTAI N WRI TTEN OR ELECTRONI C RECORDS
AND DATA SUFFI CI ENT TO DEMONSTRATE COVPLI ANCE WTH THE REQUI REMENTS OF
TH'S SECTION AND ON AN ANNUAL BASIS SUBM T TO THE SUPERI NTENDENT OF
FI NANCI AL SERVI CES THE FOLLOW NG | NFORVATI ON W TH RESPECT TO REQUESTS
MADE UNDER THI S SECTI ON:
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(1) THE TOTAL NUMBER OF REQUESTS RECEI VED;

(2) THE NUMBER OF REQUESTS APPROVED AND DENI ED; AND

(3) ANY OTHER | NFORVATI ON THE SUPERI NTENDENT MAY REQUEST.

S 3304. COST-SHARI NG (A) NOTW THSTANDI NG ANY OTHER PROVI SI ON OF STATE
OR FEDERAL LAW AN ENTITY LICENSED IN TH S STATE TO SELL A HEALTH | NSUR-
ANCE OR HEALTH BENEFITS PLAN DI RECTLY TO A CONSUMER SHALL ENSURE THAT
VHERE STEP THERAPY PROTOCOLS ARE USED TO | MPOSE CLI NI CAL  PREREQUI SI TES
FOR COVERAGE OF PRESCRI PTI ON DRUGS, SUCH DRUGS SHALL BE AVAI LABLE TO THE
CONSUMER AT THE PREFERRED COST- SHARI NG LEVEL FOR THE | TEM ONCE THE CLI N-
| CAL PREREQUI SI TES HAVE BEEN SATI SFI ED.

(B) THI'S SECTI ON SHALL NOT BE CONSTRUED TO PREVENT | NSURERS FROM USI NG
Tl ERED COPAYMENT STRUCTURES.

S 3305. REGULATIONS. NOTW THSTANDI NG ANY LAW TO THE CONTRARY, THE
SUPERI NTENDENT OF FI NANCI AL SERVI CES SHALL PROMULGATE ANY REGULATI ONS
NECESSARY TO | MPLEMENT THI S ACT.

S 3. This act shall take effect on January 1, 2016 and shall apply
only to health insurance and health benefit plans delivered, issued for
delivery, or renewed after such date; provided, further, that effective
i mredi ately the superintendent of financial services is authorized to
promul gate such rules and regul ati ons and take any other neasures as may
be necessary for the tinely inplenentation of this act.



