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STATE OF NEW YORK

5214
2013- 2014 Regul ar Sessi ons
I N ASSEMBLY
February 21, 2013

Introduced by M of A TITONE -- Multi-Sponsored by -- M of A BARRON
-- read once and referred to the Conmttee on | nsurance

AN ACT to anend the insurance law, in relation to the regulation of step
therapy and first fail policies

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

Section 1. The insurance |law is anended by adding a new article 33 to
read as foll ows:
ARTI CLE 33
REGULATI ON OF STEP THERAPY AND
FI RST FAI L POLI Cl ES
SECTI ON 3301. DEFI NI TI ONS.
3302. PRESCRI PTI ON DRUG RESTRI CTlI ON OVERRI DES.

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

(A) "I NSURER' SHALL MEAN ANY PERSON OR ENTITY WHO OFFERS A POLICY OF
ACCI DENT AND/ OR HEALTH | NSURANCE PURSUANT TO SECTI ON THREE THOUSAND TWD
HUNDRED S| XTEEN, THREE THOUSAND TWO HUNDRED TWENTY- ONE, OR FOUR THOUSAND
THREE HUNDRED THREE OF THI S CHAPTER OR ARTI CLE FORTY- FOUR OF THE PUBLIC
HEALTH LAW | NCLUDI NG MANAGED CARE PROVI DERS AS DEFI NED | N SECTI ON THREE
HUNDRED SI XTY- FOUR-J OF THE SOCI AL SERVI CES LAW

(B) "PHARMACY BENEFIT MANAGEMENT" OR "PBM' SHALL MEAN THE SERVI CE
PROVI DED TO AN | NSURER, DI RECTLY OR THROUGH ANOTHER ENTITY; | NCLUDI NG
THE PROCUREMENT OF PRESCRIPTION DRUGS TO BE DI SPENSED TO COVERED
PERSONS, OR THE ADM NI STRATI ON OR MANAGEMENT OF PRESCRI PTI ON DRUG BENE-
FITS I NCLUDI NG BUT NOT LIMTED TO, ANY OF THE FOLLOW NG

(1) A MAIL ORDER PHARMACY;

(2) CLAI M5 PROCESSI NG RETAIL NETWORK MANAGEMENT AND PAYMENT OF CLAI MS
TO PHARVACI ES FOR DI SPENSI NG PRESCRI PTI ON DRUGS;

(3) CLINICAL OR OTHER FORMULARY, OR PREFERRED DRUG LI ST DEVELOPMENT OR
MANAGEMENT;

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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(4) NEGOTIATION OR ADM NI STRATI ON OF REBATES, DI SCOUNTS, PAYMENT
DI FFERENTI ALS OR OTHER |INCENTIVES FOR THE |INCLUSION OF PARTICULAR
PRESCRI PTION DRUGS | N A PARTI CULAR CATEGORY OR TO PROMOTE THE PURCHASE
OF PARTI CULAR PRESCRI PTI ON DRUGS;

(5) PATIENT COWPLI ANCE, THERAPEUTI C | NTERVENTI ON AND GENERI C SUBSTI -
TUTI ON PROGRAMS;  AND

(6) DI SEASE MANAGEMENT.

S 3302. PRESCRI PTI ON DRUG RESTRI CTI ON OVERRI DES. (A) WHEN MEDI CATI ONS
FOR THE TREATMENT OF ANY MEDI CAL CONDI TI ON ARE RESTRI CTED FOR USE BY AN
| NSURER OR PBM BY A STEP THERAPY OR FAIL FIRST PROTOCO.L, A PRESCRIBER
SHALL HAVE ACCESS TO A CLEAR AND CONVEN ENT PROCESS TO OVERRI DE SUCH
RESTRI CTI ONS FROM THE | NSURER AND NMAY EXPEDI TI OQUSLY OVERRIDE SUCH
RESTRI CTI ON | F:

(1) SUCH PRESCRIBER, IN H'S OR HER PROFESSI ONAL JUDGVENT, BELI EVES
THAT THE PREFERRED TREATMENT BY THE | NSURER OR THE PBM HAS BEEN | NEFFEC-
TIVE I N THE TREATMENT OF THE COVERED PERSON S DI SEASE OR MEDI CAL CONDI -
TION, OR

(2) BASED ON SOUND CLINICAL EVIDENCE AND MEDI CAL AND SCI ENTIFIC
EVI DENCE:

(A) SUCH PRESCRIBER, IN HS OR HER PROFESSI ONAL JUDGVENT, BELI EVES
THAT THE PREFERRED TREATMENT | S EXPECTED TO BE | NEFFECTI VE BASED ON THE
KNOMWN RELEVANT PHYSI CAL OR MENTAL CHARACTERI STI CS OF THE COVERED PERSON
AND KNOWN CHARACTERI STI CS OF THE DRUG REG MEN, AND | S LI KELY TO BE | NEF-
FECTI VE OR ADVERSELY AFFECT THE DRUG S EFFECTI VENESS OR PATI ENT COWPLI -
ANCE; OR

(B) SUCH PRESCRIBER, IN HS OR HER PROFESSI ONAL JUDGVENT, BELI EVES
THAT THE PREFERRED TREATMENT HAS CAUSED OR IS LI KELY TO CAUSE AN ADVERSE
REACTI ON OR OTHER HARM TO THE COVERED PERSON.

(B) THE DURATI ON OF ANY STEP THERAPY OR FAIL FI RST PROTOCOL SHALL NOT
BE LONGER THAN EI THER (1) THE PERI OD DEEMED NECESSARY BY THE PRESCRI Bl NG
PHYSI Cl AN OR HEALTH CARE PROFESSI ONAL TO DETERM NE THE TREATMENT' S CLI N
| CAL EFFECTI VENESS, OR (2) A PERIOD OF THI RTY DAYS.

(©) FOR MEDI CATI ONS W TH NO GENERI C EQUI VALENT AND FOR WHI CH THE PRES-
CRIBER IN HS OR HER CLI NI CAL JUDGVENT BELIEVES THAT NO APPROPRI ATE
THERAPEUTI C ALTERNATIVE |S AVAILABLE, AN I NSURER OR PBM SHALL PROVI DE
ACCESS TO UNI TED STATES FOOD AND DRUG ADM NI STRATI ON (FDA) LABELED MEDI -
CATI ONS W THOUT RESTRI CTI ON TO TREAT SUCH MEDI CAL CONDI TIONS FOR WHI CH
AN FDA LABELED MEDI CATI ON IS AVAI LABLE.

(D) NOTHING |IN TH S SECTI ON SHALL REQUI RE COVERAGE FOR AN ADDI Tl ONAL
CONDI TI ON NOT ALREADY COVERED BY THE POLI CY OR CONTRACT, OR WHICH IS NOT
OTHERW SE COVERED BY LAW

S 2. This act shall take effect on the one hundred twentieth day after
it shall have becone a | aw.



