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STATE OF NEW YORK

3419--C
2015- 2016 Regul ar Sessi ons
I N SENATE
February 9, 2015

Introduced by Sens. YOUNG AKSHAR, AVELLA, BRESLIN, CARLUCCI, GOLDEN
KAM NSKY, LANZA, LARKIN, LATIMER, LAVALLE, MARCHI ONE, PARKER, PERKI NS
Rl VERA, SAVI NO, SQUADRON, VALESKY -- read twice and ordered printed,
and when printed to be commtted to the Conmttee on Insurance --
commttee discharged, bill anmended, ordered reprinted as anended and
recommtted to said commttee -- reconmtted to the Committee on
I nsurance in accordance with Senate Rule 6, sec. 8 -- comttee
di scharged, bill anended, ordered reprinted as anmended and recommtted
to said commttee -- committee discharged, bill anended, ordered
reprinted as anmended and reconmtted to said comrttee

AN ACT to anend the insurance |aw and the public health law, in relation
to expedited utilization review of prescription drugs

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

Section 1. Paragraph 10 of subsection (b) of section 3217-a of the
i nsurance |aw, as added by chapter 705 of the laws of 1996, is anended
to read as foll ows:

(10) wupon witten request, provide specific witten clinical review
criteria relating to a particular condition or disease |NCLUDING CLIN
| CAL REVI EW CRI TERI A RELATI NG TO A STEP THERAPY PROTOCOL OVERRI DE DETER-
M NATI ON  PURSUANT TO SUBSECTION (C-1), SUBSECTION (C 2) AND SUBSECTI ON
(C-3) OF SECTION FORTY-NI NE HUNDRED THREE OF THIS CHAPTER, and, where
appropriate, other clinical information which the insurer m ght consider
in its utilization review and the insurer may include with the inform-
tion a description of howit will be used in the wutilization review
process; provided, however, that to the extent such information is
proprietary to the insurer, the insured or prospective insured shal
only wuse the information for the purposes of assisting the enrollee or
prospective enrollee in evaluating the covered services provided by the
organi zation. SUCH CLI Nl CAL REVI EW CRI TERI A, AND OTHER CLI NI CAL | NFORMA-
TION SHALL ALSO BE MADE AVAILABLE TO A HEALTH CARE PROFESSI ONAL AS

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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DEFI NED | N SUBSECTI ON (F) OF SECTI ON FORTY- NI NE HUNDRED OF THI S CHAPTER,
ON BEHALF OF AN | NSURED AND UPON WRI TTEN REQUEST;

S 2. Paragraph 10 of subsection (b) of section 4324 of the insurance
| aw, as added by chapter 705 of the laws of 1996, is anended to read as
fol | ows:

(10) wupon witten request, provide specific witten clinical review
criteria relating to a particular condition or disease |NCLUDING CLIN
| CAL REVI EW CRI TERI A RELATI NG TO A STEP THERAPY PROTOCOL OVERRI DE DETER-
M NATI ON  PURSUANT TO SUBSECTION (C-1), SUBSECTION (C 2) AND SUBSECTI ON
(C-3) OF SECTION FORTY-NI NE HUNDRED THREE OF THIS CHAPTER, and, where

appropriate, other clinical information which the corporation night
consider in its utilization review and the corporation may include wth
the information a description of howit will be used in the utilization

revi ew process; provided, however, that to the extent such infornmation
is proprietary to the corporation, the subscriber or prospective
subscri ber shall only use the information for the purposes of assisting
the subscriber or prospective subscriber in evaluating the covered
services provided by the organi zation. SUCH CLIN CAL REVIEW CRITERI A,
AND OTHER CLI NI CAL | NFORMATI ON SHALL ALSO BE MADE AVAI LABLE TO A HEALTH
CARE PROFESSI ONAL AS DEFINED I N SUBSECTION (F) OF SECTION FORTY-N NE
HUNDRED OF THI'S CHAPTER, ON BEHALF OF AN INSURED AND UPON WRI TTEN
REQUEST;

S 3. Section 4900 of the insurance |law is anmended by adding two new
subsections (g-8) and (g-9) to read as foll ows:

(G 8) "STEP THERAPY PROTOCOL OVERRI DE DETERM NATI ON' MEANS A DETERM -
NATI ON MADE BY A UTI LI ZATI ON REVI EW AGENT AS DEFINED I N SUBSECTION (1)
O THIS SECTION TO OVERRIDE A STEP THERAPY PROTOCOL PURSUANT TO
SUBSECTIONS (C- 1), (CG2) AND (C3) OF SECTI ON FORTY-NI NE HUNDRED THREE
O THI'S TITLE GRANTING COVERAGE FOR THE HEALTH CARE PROFESSI ONAL' S
SELECTED PRESCRI PTI ON DRUG OR DRUGS. ANY STEP THERAPY OVERRI DE DETERM -
NATI ON AS DEFI NED BY THI S SUBSECTI ON SHALL BE ELI G BLE FOR APPEAL BY AN
| NSURED PURSUANT TO THI S ARTI CLE.

(G 9) "STEP THERAPY PROTOCOL" MEANS A POLICY, PROTOCOL OR PROGRAM
ESTABLI SHED BY A UTI LI ZATI ON REVI EW AGENT AS DEFI NED | N SUBSECTI ON (1)
O THIS SECTION THAT ESTABLISHES THE SPECIFIC SEQUENCE IN WH CH
PRESCRI PTI ON DRUGS FOR A SPECI FI ED MEDI CAL CONDI TI ON ARE APPROVED FOR A
PARTI CULAR | NSURED. NOTHI NG IN THI S CHAPTER SHALL | MPAI R OR PREVENT AN
| NSURED FROM HAVI NG THE RI GHT TO APPEAL PURSUANT TO THI S ARTI CLE RELAT-
I NG TO THE | MPCSI TI ON OF A STEP THERAPY PROTOCOL.

S 4. Subsection (a) of section 4902 of the insurance |aw is anended by
addi ng two new paragraphs 10 and 11 to read as fol |l ows:

10. WHEN ESTABLI SHI NG A STEP THERAPY PROTOCCOL, A UTILIZATION REVIEW
AGENT SHALL UTI LI ZE RECOGNI ZED EVI DENCE- BASED AND PEER REVI EWED CLI NI CAL
REVIEW CRITERIA THAT ALSO TAKES |NTO ACCOUNT THE NEEDS OF ATYPI CAL
PATI ENT POPULATI ONS AND DI AGNOSES WHEN ESTABLI SHI NG THE CLI NI CAL REVI EW
CRI TERI A

11. VWHEN CONDUCTI NG UTILI ZATION REVIEWFOR A STEP THERAPY PROTOCOL
OVERRI DE DETERM NATI ON, A UTI LI ZATI ON REVI EW AGENT SHALL UTILIZE, |IN
ADDITION TO ANY OIHER REQUI REMENTS OF THI'S ARTICLE, RECOGN ZED
EVI DENCE- BASED AND PEER REVI EVED CLI NI CAL REVI EW CRI TERI A THAT | S APPRO
PRI ATE FOR THE | NSURED AND THE | NSURED' S MEDI CAL CONDI Tl ON.

S 5. Section 4903 of the insurance |law is anmended by adding three new
subsections (c-1), (c-2) and (c-3) to read as foll ows:

(C1) A UTILI ZATI ON REVI EW AGENT SHALL GRANT A STEP THERAPY PROTOCOL
OVERRI DE DETERM NATI ON W THI N SEVENTY- TWO HOURS OF THE RECElI PT OF | NFOR-
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MATI ON THAT | NCLUDES SUPPORTI NG RATI ONALE AND DOCUMENTATION FROM A
HEALTH CARE PROFESSI ONAL WWHI CH DEMONSTRATES THAT:

(1) THE REQUI RED PRESCRI PTI ON DRUG OR DRUGS |I'S CONTRAI NDI CATED OR W LL
LI KELY CAUSE AN ADVERSE REACTI ON BY OR PHYSI CAL OR MENTAL HARM TO THE
| NSURED;

(2) THE REQUI RED PRESCRI PTI ON DRUG OR DRUGS | S EXPECTED TO BE | NEFFEC-
TI VE BASED ON THE KNOWN CLI NI CAL HI STORY AND CONDI TIONS OF THE | NSURED
AND THE | NSURED S PRESCRI PTI ON DRUG REG MEN;

(3) THE INSURED HAS TRIED THE REQUI RED PRESCRI PTI ON DRUG OR DRUGS
VH LE UNDER THEI R CURRENT OR A PREVI OUS HEALTH | NSURANCE OR HEALTH BENE-
FI'T PLAN, OR ANOTHER PRESCRI PTI ON DRUG OR DRUGS I N THE SAME PHARMACOLOG
| C CLASS OR WTH THE SAME MECHANI SM OF ACTI ON AND SUCH PRESCRI PTI ON DRUG
OR DRUGS WAS DI SCONTI NUED DUE TO LACK OF EFFICACY OR EFFECTI VENESS,
DI M NI SHED EFFECT, OR AN ADVERSE EVENT;

(4) THE INSURED | S STABLE ON A PRESCRI PTI ON DRUG OR DRUGS SELECTED BY
THEI R HEALTH CARE PROFESSI ONAL FOR THE MEDI CAL CONDI TI ON UNDER CONSI DER-
ATI ON, PROVI DED THAT THI S SHALL NOT PREVENT A UTI LI ZATION REVI EW AGENT
FROM REQUI RI NG AN | NSURED TO TRY AN AB- RATED GENERI C EQUI VALENT PRI OR TO
PROVI DI NG COVERAGE FOR THE EQUI VALENT BRAND NAME PRESCRI PTI ON DRUG OR
DRUGS; OR

(5) THE REQUI RED PRESCRI PTI ON DRUG OR DRUGS IS NOT IN THE BEST | NTER-
EST OF THE | NSURED BECAUSE | T WLL LIKELY CAUSE A SI GNI FI CANT BARRI ER TO
THE INSURED S ADHERENCE TO OR COWPLI ANCE W TH THE | NSURED S PLAN OF
CARE, WLL LIKELY WORSEN A COMORBI D CONDI TION OF THE |INSURED, OR WLL
LI KELY DECREASE THE COVERED | NDI VI DUAL'S ABI LI TY TO ACH EVE OR MAI NTAI N
REASONABLE FUNCTI ONAL ABI LI TY I N PERFORM NG DAI LY ACTI VI TI ES.

(C-2) FOR AN I NSURED W TH A MEDI CAL CONDI TI ON THAT PLACES THE HEALTH
O THE INSURED IN SERI QUS JECPARDY W THOUT THE PRESCRI PTI ON DRUG OR
DRUGS PRESCRI BED BY THE | NSURED S HEALTH CARE PROFESSI ONAL, THE STEP
THERAPY PROTOCOL OVERRI DE DETERM NATI ON SHALL BE GRANTED W THI N TVEENTY-
FOUR HOURS OF THE RECEIPT OF |NFORVATION THAT | NCLUDES SUPPORTI NG
RATI ONALE AND DOCUMENTATI ON FROM A HEALTH CARE PROFESSI ONAL DEMONSTRAT-
I NG ONE OR MORE OF THE STANDARDS PROVIDED FOR |IN SUBSECTION (C 1) OF
THI S SECTI ON.

(C-3) UPON A DETERM NATI ON THAT THE STEP THERAPY PROTOCOL SHOULD BE
OVERRI DDEN, THE HEALTH PLAN SHALL AUTHORI ZE | MVEDI ATE COVERAGE FOR THE
PRESCRI PTION DRUG PRESCRIBED BY THE |INSURED S TREATI NG HEALTH CARE
PROFESSI ONAL.

S 6. Subsection (g) of section 4903 of the insurance |aw, as added by
chapter 586 of the laws of 1998, is amended to read as foll ows:

(g) Failure by the utilization review agent to make a determ nation
within the tinme periods prescribed in this section shall be deened to be
an adverse determ nation subject to appeal pursuant to section four
t housand nine hundred four of this title, PROVIDED, HOAEVER, THAT FAI L-
URE TO MEET SUCH TI ME PERI ODS FOR A STEP THERAPY PROTOCOL AS DEFINED IN
SUBSECTION (G 9) OF SECTI ON FORTY-NINE HUNDRED OF THI'S TI TLE OR A STEP
THERAPY PROTOCOL OVERRI DE DETERM NATI ON PURSUANT TO SUBSECTIONS (C 1),
(C2) AND (C3) OF TH'S SECTI ON SHALL BE DEEMED TO BE AN OVERRI DE OF THE
STEP THERAPY PROTOCOL.

S 7. Paragraph (j) of subdivision 2 of section 4408 of the public
health | aw, as added by chapter 705 of the laws of 1996, is anended to
read as follows:

(j) upon witten request, provide specific witten clinical review
criteria relating to a particular condition or disease |NCLUDING CLIN
| CAL REVI EW CRI TERI A RELATI NG TO A STEP THERAPY PROTOCOL OVERRI DE DETER-
M NATI ON PURSUANT TO SUBDIVISIONS THREE-A, THREE-B AND THREE-C OF
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SECTI ON FORTY- NI NE HUNDRED THREE OF THI S CHAPTER, and, where appropri-
ate, other clinical information which the organization m ght consider in
its wutilization review and the organi zation may include with the infor-
mation a description of howit will be used in the utilization review
process; provided, however, that to the extent such information is
proprietary to the organization, the enrollee or prospective enrollee
shall only use the information for the purposes of assisting the enrol-
| ee or prospective enrollee in evaluating the covered services provided
by the organi zation. SUCH CLI NI CAL REVI EW CRI TERIA, AND OTHER CLI NI CAL
| NFORMATI ON SHALL ALSO BE MADE AVAI LABLE TO A HEALTH CARE PROFESSI ONAL
AS DEFINED I N SUBDI VI SION SI X OF SECTION FORTY-NINE HUNDRED OF THI'S
CHAPTER, ON BEHALF OF AN ENROLLEE AND UPON WRI TTEN REQUEST;

S 8. Section 4900 of the public health aw is anmended by addi ng two
new subdivisions 7-f-2 and 7-f-3 to read as foll ows:

7-F-2. "STEP THERAPY PROTOCOL OVERRI DE DETERM NATI ON' MEANS A DETERM -
NATI ON MADE BY A UTI LI ZATI ON REVI EW AGENT AS DEFI NED | N SUBDI VI SI ON NI NE
OF THI'S SECTI ON TO OVERRI DE A STEP THERAPY PROTOCOL PURSUANT TO SUBDI VI -
SI ONS THREE- A, THREE- B AND THREE- C OF SECTI ON FORTY- NI NE HUNDRED THREE
O THI'S TITLE GRANTING COVERAGE FOR THE HEALTH CARE PROFESSI ONAL' S
SELECTED PRESCRI PTI ON DRUG OR DRUGS. ANY STEP THERAPY PROTOCOL OVERRI DE
DETERM NATION AS DEFINED BY THI'S SUBDI VISION SHALL BE ELI A BLE FOR
APPEAL BY AN ENRCLLEE PURSUANT TO THI S ARTI CLE.

7-F-3. "STEP THERAPY PROTOCOL" MEANS A POLICY, PROTOCCOL OR PROGRAM
ESTABLI SHED BY A UTI LI ZATI ON REVI EW AGENT AS DEFI NED | N SUBDI VI SI ON NI NE
O THI'S SECTION THAT ESTABLISHES THE SPECIFIC SEQUENCE IN WH CH
PRESCRI PTI ON DRUGS FOR A SPECI FI ED MEDI CAL CONDI TI ON ARE APPROVED FOR A
PARTI CULAR ENROLLEE. NOTHI NG IN TH S CHAPTER SHALL | MPAI R OR PREVENT AN
| NSURED FROM HAVI NG THE RI GHT TO APPEAL PURSUANT TO THI S ARTI CLE RELAT-
I NG TO THE | MPCSI TI ON OF A STEP THERAPY PROTOCOL.

S 9. Section 4902 of the public health lawis anended by adding two
new subdi visions 3 and 4 to read as foll ows:

3. VWHEN ESTABLISHING A STEP THERAPY PROTOCCOL, A UTI LI ZATI ON REVI EW
AGENT SHALL UTI LI ZE RECOGNI ZED EVI DENCE- BASED AND PEER REVI EWED CLI NI CAL
REVI EW CRI TERI A THAT TAKES | NTO ACCOUNT THE NEEDS OF ATYPI CAL PATI ENT
POPULATI ONS AND DI AGNOSES AS WELL WHEN ESTABLI SHI NG THE CLI NI CAL REVI EW
CRI TERI A

4. WHEN CONDUCTI NG UTI LI ZATION REVIEW FOR A STEP THERAPY PROTOCOL
OVERRI DE  DETERM NATI ON, A UTI LI ZATION REVI EW AGENT SHALL UTI LI ZE, IN
ADDI TION TO ANY OTHER REQUI REMENTS OF THI'S  ARTICLE, RECOGNI ZED
EVI DENCE- BASED AND PEER REVI EVED CLI NI CAL REVI EW CRI TERI A THAT | S APPRO
PRI ATE FOR THE ENROLLEE AND THE ENROLLEE' S MEDI CAL CONDI TI ON.

S 10. Section 4903 of the public health |aw is amended by addi ng three
new subdi visions 3-a, 3-b and 3-c to read as foll ows:

3-A. A UTILI ZATION REVI EW AGENT SHALL GRANT A STEP THERAPY PROTOCOL
OVERRI DE DETERM NATI ON W THI N SEVENTY- TWO HOURS OF THE RECElI PT OF | NFOR-
MATI ON THAT | NCLUDES SUPPORTI NG RATI ONALE AND DOCUMENTATION FROM A
HEALTH CARE PROFESSI ONAL WWHI CH DEMONSTRATES THAT:

(A) THE REQUI RED PRESCRI PTI ON DRUG OR DRUGS | S CONTRAI NDI CATED, W LL
LI KELY CAUSE AN ADVERSE REACTI ON BY OR PHYSI CAL OR MENTAL HARM TO THE
ENROLLEE;

(B) THE REQUI RED PRESCRI PTI ON DRUG OR DRUGS | S EXPECTED TO BE | NEFFEC-
TIVE BASED ON THE KNOAN CLI NI CAL HI STORY AND CONDI TI ONS OF THE ENROLLEE
AND THE ENROLLEE' S PRESCRI PTI ON DRUG REGQ MEN,

(©) THE ENROLLEE HAS TRIED THE REQUI RED PRESCRIPTION DRUG OR DRUGS
VH LE UNDER THEI R CURRENT OR A PREVI OUS HEALTH | NSURANCE OR HEALTH BENE-
FI'T PLAN, OR ANOTHER PRESCRI PTI ON DRUG OR DRUGS I N THE SAME PHARMACOLOG



Co~NOoOUIT~hWNE

S. 3419--C 5

| C CLASS OR WTH THE SAME MECHANI SM OF ACTI ON AND SUCH PRESCRI PTI ON DRUG
OR DRUGS WAS DI SCONTINUED DUE TO LACK OF EFFI CACY OR EFFECTI VENESS,
DI M NI SHED EFFECT, OR AN ADVERSE EVENT;

(D) THE ENROLLEE |'S STABLE ON A PRESCRI PTI ON DRUG OR DRUGS SELECTED BY
THEI R HEALTH CARE PROFESSI ONAL FOR THE MEDI CAL CONDI TI ON UNDER CONSI DER-
ATI ON, PROVIDED THAT THI S SHALL NOT PREVENT A UTI LI ZATI ON REVI EW AGENT
FROM REQUI RI NG AN | NSURED TO TRY AN AB- RATED GENERI C EQUI VALENT PRI OR TO
PROVI DI NG COVERAGE FOR THE EQUI VALENT BRAND NAME PRESCRI PTION DRUG OR
DRUGS; OR

(E) THE REQUI RED PRESCRI PTI ON DRUG OR DRUGS IS NOT I N THE BEST | NTER-
EST OF THE ENROLLEE BECAUSE | T WLL LIKELY CAUSE A SIGNI FI CANT BARRI ER
TO THE ENROLLEE' S ADHERENCE TO OR COWPLI ANCE W TH THE ENROLLEE' S PLAN OF
CARE, WLL LIKELY WORSEN A COMORBI D CONDI TI ON OF THE ENROLLEE, OR W LL
LI KELY DECREASE THE COVERED ENRCLLEE'S ABILITY TO ACH EVE OR MAI NTAIN
REASONABLE FUNCTI ONAL ABI LI TY I N PERFORM NG DAI LY ACTI VI Tl ES.

3-B. FOR AN ENROLLEE WTH A MEDI CAL CONDI TI ON THAT PLACES THE HEALTH
OF THE | NSURED I N SERI QUS JEOPARDY W THOUT THE PRESCRI PTION DRUG OR
DRUGS PRESCRIBED BY THE |INSURED S HEALTH CARE PROFESSI ONAL, THE STEP
THERAPY PROTOCOL OVERRI DE DETERM NATI ON SHALL BE GRANTED W THI N TWENTY-
FOUR HOURS OF THE RECEIPT OF |INFORVATION THAT | NCLUDES SUPPORTI NG
RATI ONALE AND DOCUMENTATI ON FROM A HEALTH CARE PROFESSI ONAL DEMONSTRAT-
ING ONE OR MORE OF THE STANDARDS PROVI DED FOR | N SUBDI VI SI ON THREE- A OF
THI S SECTI ON.

3-C. UPON A DETERM NATI ON THAT THE STEP THERAPY PROTOCOL SHOULD BE
OVERRI DDEN, THE HEALTH PLAN SHALL AUTHORI ZE | MMEDI ATE COVERAGE FOR THE
PRESCRI PTI ON DRUG OR DRUGS PRESCRI BED BY THE ENROLLEE' S TREATI NG HEALTH
CARE PROFESSI ONAL.

S 11. Subdivision 7 of section 4903 of the public health |aw, as added
by chapter 586 of the laws of 1998, is anended to read as foll ows:

7. Failure by the wutilization review agent to make a determ nation
within the tinme periods prescribed in this section shall be deened to be
an adverse determi nation subject to appeal pursuant to section [forty
nine] FORTY-NINE hundred four of this title, PROVIDED, HONEVER, THAT
FAI LURE TO MEET SUCH TI ME PERI ODS FOR A STEP THERAPY PROTOCOL AS DEFI NED
I N SUBDI VI SI ON SEVEN- F- THREE OF SECTI ON FORTY- NI NE HUNDRED OF THI' S TI TLE
OR A STEP THERAPY PROTOCOL OVERRI DE DETERM NATI ON PURSUANT TO SUBDI VI -
SI ONS THREE- A, THREE-B AND THREE-C OF THI S SECTI ON SHALL BE DEEMED TO BE
AN OVERRI DE OF THE STEP THERAPY PROTOCOL.

S 12. This act shall not be construed to prevent: a health care plan
or utilization review agent fromrequiring a patient to try an AB-rated
generic equivalent prior to providing coverage for the equival ent brand-
ed prescription drug; or a health care provider fromprescribing a
prescription drug that is deternmined to be nmedically appropriate.

S 13. This act shall take effect on January 1, 2017, 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 medi ately the superintendent of financial services is authorized to
promul gate such rules and regul ati ons and take any other neasures as my
be necessary for the tinely inplenentation of this act.



