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STATE OF NEW YORK

3142
2015- 2016 Regul ar Sessi ons
I N ASSEMBLY
January 22, 2015

Introduced by M of A TITONE, JAFFEE -- Milti-Sponsored by -- M of A
BRENNAN, H KI ND, PRETLOW SI MOTAS -- read once and referred to the
Commi ttee on | nsurance

AN ACT to amend the insurance law, in relation to the prohibition on
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
PROHI BI TI ON ON FI RST FAI L POLI Cl ES AND
UNAUTHORI ZED THERAPEUTI C SUBSTI TUTI ON
SECTI ON 3301. DEFI NI TI ONS.
3302. PRESCRI PTI ON DRUG DENI ALS.
3303. SW TCH COVMUNI CATI ONS/ CONSUMER RI GHT TO KNOW
3304. PENALTI ES.
3305. 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 EXCEPT WHEN SUCH HEALTH CARE SERVI CES ARE PROVI DED, DELI V-
ERED, ARRANGED FOR, PAID FOR, OR REI MBURSED BY ANY STATE, DEPARTMENT OR
AGENCY;

(B) "PHARMACY BENEFITS MANAGER' OR "PBM', MEANS A PERSON OR ENTI TY
OTHER THAN A PHARMACY OR PHARMACI ST ACTING AS AN ADM NI STRATOR IN
CONNECTI ON W TH PHARMACY BENEFI TS;

(O "SWTCH COVMINI CATION', MEANS A WRI TTEN COVMUNI CATI ON FROM ANY
| NSURER OR PBM TO A PATI ENT OR THE PATI ENT' S PHYSI CI AN THAT RECOMMENDS A
PATI ENT' S MEDI CATI ON BE SW TCHED BY THE ORI G NAL PRESCRI Bl NG HEALTH CARE

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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PROFESS|I ONAL TO A DI FFERENT MEDI CATI ON THAN THE MEDI CATION ORI Gl NALLY
PRESCRI BED BY THE PRESCRI Bl NG HEALTH CARE PROFESS| ONAL.

(D) "GENERIC EQUI VALENT" MEANS A DRUG THAT |S THE SAME CHEM CAL
COVPOUND AS ANOTHER DRUG AND |'S THE SAME DOSAGE FORM STRENGTH, ROUTE OF
ADM NI STRATI ON, AND | NTENDED USE, AND |'S LI STED AS EQUI VALENT IN FDA'S
APPROVED DRUG PRODUCTS W TH THERAPEUTI C EQUI VALENCE EVALUATI ONS ( ORANGE
BOOK) .

(E) " THERAPEUTI C SUBSTI TUTI ON' MEANS THE DI SPENSING OF A CHEM CALLY
DIFFERENT DRUG IN THE PLACE OF THE DRUG ORI G NALLY PRESCRI BED BY THE
PATIENT' S PHYSICIAN OR OTHER PRESCRIBING HEALTH CARE PROFESS| ONAL,
I NCLUDING BIOLOG CS AND PLASMA- DERI VED THERAPI ES. THERAPEUTI C SUBSTI -
TUTI ON DOES NOT | NCLUDE SUBSTI TUTI ON OF A GENERI C EQUI VALENT.

S 3302. PRESCRI PTI ON DRUG DENIALS. (A) A POLICY OF ACCIDENT AND/ OR
HEALTH | NSURANCE THAT COVERS PRESCRI PTI ON DRUGS SHALL NOT LIM T, REDUCE,
OR DENY COVERAGE FOR ANY DRUG | F, PRIOR TO THE LI M TATI ON, REDUCTI ON, OR
DENI AL OF COVERAGE:

(1) ANY | NSURED WAS USI NG THE DRUG

(2) SUCH | NSURED OR | NSUREDS WERE COVERED UNDER THE POLI CY; AND

(3) THE DRUG WAS COVERED UNDER THE POLI CY FOR SUCH | NSURED | NDI VI DUAL
OR | NDI VI DUALS.

(B) A LIM TATI ON, REDUCTI ON, OR DENI AL OF COVERAGE | NCLUDES REMOVI NG A
DRUG FROM THE FORMULARY OR OTHER DRUG LI ST, | MPCSI NG NEW PRI OR  AUTHOR! -
ZATION OR OTHER UTI LI ZATI ON MANAGEMENT TOOLS, OR PLACI NG THE DRUG ON A
FORMULARY Tl ER THAT | NCREASES THE PATI ENT' S COST- SHARI NG OBLI GATI ONS OR
OTHERW SE | NCREASES THE PATI ENT' S COST- SHARI NG OBLI GATI ONS.

(O NOTHING IN TH'S SECTION SHALL PROHIBI T AN | NSURER FROM MAKI NG
UNI FORM CHANGES | N | TS BENEFI T DESI GN THAT APPLY TO ALL COVERED DRUGS,
UNI FORMLY REMOVING A DRUG FROM THE FORMULARY LI ST FOR ALL | NSUREDS, OR
| NCREASI NG COST- SHARI NG OBLI GATI ONS MERELY DUE TO A PERCENTAGE CO NSU-
RANCE PAYMENT THAT NECESSARI LY | NCREASES W TH AN | NCREASE | N THE UNDER-
LYl NG DRUG PRI CES.

(D) NO THERAPEUTI C SUBSTI TUTI ON OF A MEDI CATI ON BY ANYONE AUTHORI ZED
TO DI SPENSE MEDI CATIONS FOR SELF OR HOVE ADM NI STRATI ON BY A CONSUMER
SHALL BE ALLOAED W THOUT THE EXPRESS AUTHORI ZATION OF THE ORI G NAL
PRESCRIBING PHYSICIAN OR HEALTH CARE PROFESSI ONAL AND NOTI CE TO THE
PATI ENT AND THE POLI CY SPONSOR AS PROVI DED FOR | N SECTI ON THREE THOUSAND
THREE HUNDRED THREE OF THIS ARTICLE. PRIOR TO MAKING A THERAPEUTIC
SUBSTITUTION IN A PATIENT' S PRESCRI PTI ON | NCLUDI NG BUT NOT LI M TED TO
CHANGES | N PRODUCT SELECTI ON AND CHANGES | N DOSAGE, THE DI SPENSI NG PHAR-
MACI ST SHALL:

(1) VERBALLY REQUEST THE PATIENT TO AGREE TO A CHANGE TO THE
PRESCRI PTI ON, AND EXPLAI N THAT THE CHANGE CANNOT BE MADE UNLESS BOTH THE
PATI ENT AND THE PRESCRI BI NG PHYSI Cl AN (OR OTHER PRESCRI Bl NG HEALTH CARE
PROFESS| ONAL) EXPRESSLY AGREE TO THE CHANGE;

(2) VERBALLY DESCRI BE THE PROPCSED CHANGE THAT WOULD BE MADE TO THE
PRESCRI PTI ON, | NCLUDING CLEARLY | DENTIFYI NG THE ORI G NALLY PRESCRI BED
MEDI CATION AND THE MEDI CATION THAT WOULD BE SUBSTITUTED FOR THE
ORI G NALLY PRESCRI BED MEDI CATI ON; AND

(3) VERBALLY INFORM THE PATIENT OF THE IMPACT, I|F ANY, ON THE
PATI ENT' S OUT- OF- POCKET COST.

S 3303. SW TCH COVMUNI CATI ONS/ CONSUMER RI GHT TO KNOW  (A) ANY TIME A
PATI ENT' S PRESCRI BED MEDI CATI ON | S RECOMMENDED TO BE SW TCHED TO A MEDI -
CATI ON OTHER THAN THAT ORI G NALLY PRESCRI BED BY THE PRESCRI Bl NG PRACTI -
TIONER, A SW TCH COVMUNI CATI ON SHALL BE SENT TO
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(1) THE PATI ENT AND SHALL PROVI DE | NFORMATI ON ABOUT WHY THE SWTCH IS
PROPOSED AND THE PATI ENT' S RI GHTS FOR REFUSI NG THE RECOMMENDED CHANGE I N
TREATMENT; AND

(2) THE POLI CY SPONSOR AND SHALL | NFORM SUCH SPONSCR COF THE PHARMACEU-
TI CAL  VWHOLESALE ACQUI SI TI ON COsT, SHOM | N CURRENCY FORM OF THE RECOW
VENDED MEDI CATI ON AND THE WHOLESALE ACQUI SI TI ON COST, SHOM | N CURRENCY
FORM OF THE ORI G NALLY PRESCRI BED MEDI CATI ON.

(B) SUCH SW TCH COVMUNI CATI ON SHALL:

(1) CLEARLY |IDENTIFY THE ORI G NALLY PRESCRI BED MEDI CATI ON AND THE
VEDI CATION TO VHICH | T HAS BEEN PROPCSED THAT THE PATIENT SHOULD BE
SW TCHED,

(2) PROVIDE | NFORVATI ON WHI CH |'S TRUTHFUL, ACCURATE, AND NOT M SLEAD-
I NG W TH APPROPRI ATE FAI R BALANCE, CONSI STENT WTH THE UN TED STATES
FOOD AND DRUG ADM NI STRATI ON FOR MEDI CATI ONS;

(3) I NCLUDE CURRENT APPROVED PRODUCT LABELI NG AND | NFORMATI ON ABOUT
Rl SKS ASSOCI ATED W TH THE RECOMVENDED MEDI CATI ON;

(4) CLEARLY ACKNOALEDGE THAT NO THERAPEUTIC SUBSTI TUTION SHALL BE
ALLONED W THOUT THE EXPRESS AUTHORI ZATI ON OF THE ORI G NAL PRESCRI Bl NG
PHYSI CI AN OR OTHER ORI G NAL PRESCRI Bl NG HEALTH CARE PROFESSI ONAL;

(5) ADVISE THE PATIENT OF HHS OR HER RIGATS TO DI SCUSS THE PROPOSED
CHANGE |IN TREATMENT BEFORE SUCH A SWTCH TAKES PLACE, | NCLUDI NG A
DI SCUSSI ON W TH THE PATI ENT' S PRESCRI Bl NG PRACTI TI ONER, THE FILING OF A
GRIEVANCE WTH THE |INSURER TO PREVENT THE SWTCH IF SUCH A SWTCH | S
BASED ON A FI NANCI AL | NCENTI VE AND THE FILING OF A GRIEVANCE WTH THE
DEPARTMENT; AND

(6) EXPLAIN ANY COST- SHARI NG CHANGES FOR WHI CH THE PATI ENT | S RESPON-
SI BLE.

(© A COPY OF ANY SW TCH COMMUNI CATI ON SENT TO A PATI ENT SHALL ALSO BE
SENT TO THE PRESCRI Bl NG PRACTI Tl ONER.

(D) HEALTH | NSURANCE PAYERS, | NCLUDING EMPLOYERS RESPONSIBLE FOR
PAYI NG THE HEALTH CARE PREM UM OR PORTI ONS THEREOF, SHALL BE NOTI FI ED OF
THERAPEUTI C SUBSTI TUTI ONS AMONG PCLI CY PARTI Cl PANTS AND OF ANY THERAPEU-
TI C SUBSTI TUTI ON PROGRAMS ADOPTED BY HEALTH PLANS AND PHARMACY BENEFI T
MANAGERS | N ANY PLAN OFFERED BY SUCH PREM UM PAYER OR EMPLOYER

(E) THE DEPARTMENT SHALL CREATE ONE FORM FOR | NSURERS AND PHARVACY
BENEFI T MANAGERS TO USE | N SW TCH COVMUNI CATI ONS TO PATI ENTS, PRESCRI B-
I NG PRACTI TI ONERS, AND HEALTH | NSURANCE PAYERS | NCLUDI NG EMPLOYERS.

(F) THE DEPARTMENT SHALL PROMULGATE RULES GOVERNING SW TCH COVMUNI -
CATI ONS. SUCH RULES SHALL | NCLUDE, BUT NOT BE LIM TED TO THE FOLLOW NG

(1) PROCEDURES FOR VERI FYI NG THE ACCURACY OF ANY SW TCH COMMUNI CATI ONS
FROM POLI CIES OF ACCI DENT AND/ OR HEALTH | NSURANCE AND PHARVACY BENEFI T
MANAGERS TO ENSURE THAT SUCH SW TCH COVMUNI CATI ONS ARE TRUTHFUL, ACCU-
RATE, AND NOT' M SLEADI NG BASED ON COST TO THE PATI ENT AND POLI CY SPON-
SOR, THE PRODUCT PACKAGE LABELI NG MEDI CAL COVPENDI A RECOGNI ZED BY THE
DRUG UTI LI ZATION REVI EW BOARD, AND PEER- REVI EWED MEDI CAL LI TERATURE,
W TH APPROPRI ATE REFERENCES PROVI DED,

(2) EXCEPT FOR A SUBSTITUTION DUE TO THE FOOD AND DRUG ADM N S-
TRATION' S W THDRAWAL OF A DRUG FOR PRESCRI PTI ON, A REQUI REMENT THAT ALL
SW TCH COMMUNI CATI ONS BEAR A PROM NENT LEGEND ON THE FIRST PAGE THAT
STATES: "TH'S 1S NOI A PRODUCT SAFETY NOTICE. THIS IS A PROMOTI ONAL
ANNCUNCEMENT FROM YOUR HEALTH CARE | NSURER OR PHARMACY BENEFI TS MANAGER
ABOUT ONE OF YOUR CURRENT PRESCRI BED MEDI CATI ONS. ";

(3) A REQUI REMENT THAT, THE NOTI FI CATI ON OF REQUEST FOR MEDI CATI ON
CHANGE (I) EXPRESSLY STATES THAT THE CHANGE |NVOLVES A THERAPEUTIC
SUBSTI TUTION, NOT A GENERIC SUBSTI TUTION; (I11) EXPLAIN THE DI FFERENCE
BETWEEN THERAPEUTI C SUBSTI TUTI ON AND GENERIC SUBSTITUTION, AND (I111)
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PROVI DE A TRUTHFUL, FAI R, AND BALANCED EXPLANATI ON REGARDI NG THE POTEN-
TI AL, RAM FI CATI ONS OF THE THERAPEUTI C SUBSTI TUTI ON, | NCLUDI NG BUT NOT
LIMTED TGO THAT MEDI CATI ONS | N THE SAME THERAPEUTI C CLASS ARE ASSQCI -
ATED WTH DIFFERENT RISKS AND BENEFITS AND MAY WORK DI FFERENTLY I N
DI FFERENT PATI ENTS.

S 3304. PENALTIES. (A) |SSU NG OR DELI VERI NG OR CAUSI NG TO BE | SSUED
OR DELIVERED A SW TCH COVMUNI CATI ON THAT HAS NOT BEEN APPROVED AND | S
NOT | N COWLI ANCE W TH THE REQUI REMENTS OF SECTI ON THREE THOUSAND THREE
HUNDRED THREE OF THIS ARTICLE IS PUNI SHABLE BY A FINE NOT TO EXCEED
TVENTY- FI VE THOUSAND DOLLARS.

(B) PROVI DI NG A M SREPRESENTATI ON OR FALSE STATEMENT IN A SWTCH
COVMUNI CATI ON UNDER SECTI ON THREE THOUSAND THREE HUNDRED THREE OF THI S
ARTICLE IS PUNI SHABLE BY A° FINE NOT TO EXCEED TWENTY-FIVE THOUSAND
DOLLARS.

(© ANY OTHER MATERIAL VIOLATION OF SECTI ON THREE THOUSAND THREE
HUNDRED THREE OF THI' S ARTICLE IS PUNI SHABLE BY A FINE NOT TO EXCEED
TVENTY- FI VE THOUSAND DOLLARS.

S 3305. 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
INSURER OR PBM BY A STEP THERAPY OR FAIL FI RST PROTOCOL, A PRESCRI BER
SHALL HAVE ACCESS TO A CLEAR AND CONVENI ENT PROCESS TO OVERRIDE SUCH
RESTRI CTIONS FROM THE |INSURER AND MAY EXPEDI TI QUSLY OVERRI DE SUCH
RESTRI CTI ON | F:

(1) THE PREFERRED TREATMENT BY THE | NSURER OR THE PBM HAS BEEN | NEF-
FECTIVE IN THE TREATMENT OF THE COVERED PERSON S DI SEASE OR MEDI CAL
CONDI TION; OR

(2) BASED ON SOUND CLIN CAL EVIDENCE AND MEDI CAL AND SCIENTIFIC
EVI DENCE:

(A) THE PREFERRED TREATMENT | S EXPECTED TO BE | NEFFECTI VE BASED ON THE
KNOMN 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) THE PREFERRED TREATMENT HAS CAUSED OR | S LIKELY 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 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 NI CAL EFFEC-
TI VENESS OR A PERI OD OF FOURTEEN DAYS.

(C) FOR MEDI CATIONS WTH NO GENERIC EQUI VALENT AND FOR WHICH THE
PRESCRI BI NG PHYSI Cl AN I N THEI R CLI NI CAL JUDGVENT FEELS THAT NO APPROPRI -
ATE THERAPEUTI C ALTERNATI VE | S AVAI LABLE AN | NSURER OR PBM SHALL PROVI DE
ACCESS TO UNI TED STATES FOOD AND DRUG ADM NI STRATI ON (FDA) LABELED MEDI -
CATIONS W THOUT RESTRI CTI ON TO TREAT SUCH MEDI CAL CONDI TI ONS FOR WHI CH
AN FDA LABELED MEDI CATI ON IS AVAI LABLE.

(D) NOTHING IN THI S SECTI ON SHALL REQUI RE COVERAGE FOR AN ADDI TI ONAL
CONDI TION  NOT ALREADY COVERED BY THE POLICY 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.



