Co~NOoOUIT~hWNE

STATE OF NEW YORK

7022
I N SENATE
March 16, 2016

Introduced by Sen. HANNON -- read twi ce and ordered printed, and when
printed to be committed to the Conmittee on Health

AN ACT to anend the public health | aw and the general business law, in
relation to price gouging on prescription drugs

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

Section 1. The public health aw is anmended by adding a new section
278-a to read as foll ows:

S 278-A LI M TATI ON ON EXCESSI VE PRI CE | NCREASES; PRESCRI PTI ON DRUGS:
1. IN THE EVENT A MANUFACTURER, AS DEFI NED | N SUBDI VI SI ON TVWENTY-ONE OF
SECTI ON SI XTY-EI GHT HUNDRED TWO OF THE EDUCATI ON LAW OF A BRAND OR
GENERI C DRUG, MADE AVAI LABLE | N NEW YORK, | NCREASES THE WHOLESALE ACQUI -
SI TION COST (WAC) OF A DRUG BY A PERCENT EQUAL TO OR GREATER THAN ONE
HUNDRED PERCENT AT ANY ONE TIME OR I N THE AGGREGATE | N ANY TWELVE MONTH
PERI OD:

(A) THE MANUFACTURER SHALL, NOT LESS THAN THI RTY DAYS PRI OR TO | NSTI -
TUTI NG SUCH | NCREASE, NOTIFY THE COW SSI ONER AND THE DRUG UTI LI ZATI ON
REVI EW BOARD ESTABLI SHED UNDER SECTI ON THREE HUNDRED SI XTY-NI NE-BB OF
THE SOCIAL SERVICES LAW NOTI CE SHALL BE PROVI DED ON THE FORM ESTAB-
LI SHED PURSUANT TO SUBDI VI SI ON TWD OF THI S SECTI ON; AND

(B) THE COWM SSI ONER SHALL REQUI RE PRI OR AUTHORI ZATION AND AUTHORI ZE
MEDI CAID MANAGED CARE PLANS TO REQUI RE PRI OR AUTHORI ZATI ON FOR THE DRUG
EFFECTI VE AS OF THE DATE OF THE PRI CE | NCREASE AND CONTINU NG UNTIL A
DETERM NATI ON | S MADE BY THE DRUG UTI LI ZATI ON REVI EW BOARD.

2. THE COVMM SSI ONER, | N CONSULTATI ON W TH THE DRUG UTI LI ZATI ON REVI EW
BOARD, SHALL PRODUCE AND MAKE AVAILABLE TO MANUFACTURERS A PRICE
| NCREASE NOTI FI CATI ON FORM THAT SHALL ELICIT:

(A) THE MOST RECENT WHOLESALE ACQUI SI TI ON COST (WAC) OF THE DRUG PRI OR
TO AN | NCREASE EQUAL TO OR GREATER THAN ONE HUNDRED PERCENT AT ANY ONE
TIME OR IN THE AGGREGATE | N ANY TWELVE MONTH PERIOD IN EITHER PRI ClI NG
MEASURE. FOR THE PURPCSES OF THI' S SECTI ON WHOLESALE ACQUI SI TI ON COST
(WAC) SHALL | NCLUDE THE PRI CES FOR EACH DOSAGE, S| ZE OR CONCENTRATI ON OF
THE DRUG OFFERED OR SOLD BY THE MANUFACTURER,

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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(B) THE WHOLESALE ACQUI SI TI ON COST (WAC) OF THE DRUG WHEN EXCEEDI NG
THE ONE HUNDRED PERCENT THRESHOLD;

(© ANY NMATERI AL CHANGE | N | NGREDI ENT, PRODUCTI ON, OR MANUFACTURI NG
COSTS RESULTI NG IN THE PRI CE | NCREASE;

(D) IN THE CASE OF A BRAND DRUG THE EXPI RATI ON DATE OF THE PATENT;

(E) IN THE CASE OF A GENERI C DRUG, WHETHER THE DRUG I S A SCLE SOURCE
DRUG, AND

(F) ANY OTHER | NFORVATION THE MANUFACTURER DEEMS RELEVANT TO THE
BOARD S REVI EW

3. UPON RECEI PT OF A PRI CE | NCREASE NOTI FI CATI ON FORM THE DRUG UTI LI -
ZATI ON REVI EW BOARD SHALL REVI EW THE PRI CE | NCREASE AND MAKE A DETERM -
NATI ON AS TO WHETHER THE PRI CE | NCREASE | S EXCESSI VE. | N MAKI NG A DETER-
M NATI ON THE BOARD SHALL CONSI DER:

(A) THE WHOLESALE ACQUI SI TI ON COST (WAC) OF THE DRUG I N COVPARI SON TO
ANY GENERI C EQUI VALENT OR THERAPEUTI CALLY EQUI VALENT DRUG

(B) THE FDA APPROVED CR COVPENDI UM SUPPORTED USE OF THE DRUG AND CRI T-
| CAL NEED TO THE PATI ENT;

(© ANY KNOMWN MARKET FACTORS JUSTI FYI NG THE PRI CE | NCREASE, | NCLUDI NG
BUT NOT LIM TED TO

(1) WHETHER THE DRUG HAS BEEN ABSENT FROM THE MARKET FOR ANY PERI CD OF
TI ME; AND

(1) CHANGES | N MANUFACTURI NG OR REGULATORY REQUI REMENTS OR COSTS.

(D) ANY NMATERI AL CHANGE I N THE PREVALENCE OR SEVERI TY OF THE DI SEASE
OR MEDI CAL CONDI TI ON OR CONDI TI ONS THAT THE DRUG | S APPROVED TO TREAT;

(E) IN THE CASE OF A BRAND DRUG THE EXPI RATI ON DATE OF THE PATENT;
AND

(F) IN THE CASE OF A GENERI C DRUG WHETHER THE DRUG I S A SOLE SOURCE
DRUG.

4. UPON A FI NDI NG BY THE DRUG UTI LI ZATI ON REVI EW BOARD THAT A MANUFAC-
TURER HAS | NSTI TUTED AN EXCESSI VE PRI CE | NCREASE, (1) THE BQARD SHALL
REQUI RE PRI OR AUTHORI ZATI ON FOR THE DRUG AND AUTHORI ZE MEDI CAI D MANAGED
CARE PLANS TO REQUI RE PRI OR AUTHORI ZATION UNTIL THE BOARD DETERM NES
OTHERW SE; AND (I1) THE BOARD MAY REFER THE MATTER TO THE ATTORNEY
GENERAL W TH ANY | NFORVATI ON NECESSARY FOR THE | NVESTI GATI ON AND PROSE-
CUTION OF PRICE GOUGA NG VIOLATIONS UNDER SECTION THREE HUNDRED
NI NETY- SI X- RRR OF THE GENERAL BUSI NESS LAW | N THE EVENT THE BOARD DCES
NOT FIND THAT THE MANUFACTURER HAS ENGAGED |IN AN EXCESSI VE PRI CE
| NCREASE, THE BOARD SHALL REMOVE THE REQUI REMENT FOR PRI OR AUTHORI ZATI ON
AND SUCH AUTHORI TY GRANTED TO MEDI CAI D MANAGED CARE PLANS TO | NSTI TUTE
PRI OR AUTHORI ZATI ON UNDER THI S SECTI ON SHALL CEASE.

S 2. The general business |aw is anmended by adding a new section 396-
rrr to read as foll ows:

S 396- RRR. PRI CE GOUG NG PRESCRI PTI ON DRUGS. 1. LEG SLATIVE FI NDI NGS
AND DECLARATION. THE LEQ SLATURE HEREBY FINDS THAT EXCESSI VE PRI CE
| NCREASES TO PRESCRI PTI ON DRUGS THAT LACK JUSTI FI CATI ON BASED ON MARKET
FORCES CREATE A PUBLIC HEALTH RISK TO CONSUVMERS THAT RELY ON THESE
PRESCRI PTI ON DRUGS. | N ORDER TO PREVENT A MANUFACTURER, AS DEFINED IN
SUBDI VI SION  TVENTY- ONE OF SECTI ON SI XTY- El GHT HUNDRED TWO OF THE EDUCA-
TI ON LAW FROM TAKI NG UNFAI R ADVANTAGE OF CONSUMERS WHO RELY UPON AND
MAY LOSE ACCESS TO THE PRESCRI PTI ON DRUGS | F THE MEDI CATI ON HAS A SUDDEN
AND EXCESSI VE PRI CE | NCREASE, THE LEGQ SLATURE DECLARES THAT THE PUBLI C
| NTEREST REQUI RES THAT SUCH CONDUCT BE PROHI Bl TED AND MADE SUBJECT TO
Cl VI L PENALTI ES.

2. I N ORDER TO PREVENT A DRUG MANUFACTURER, AS DEFI NED I N SUBDI VI SI ON
TVENTY- ONE OF SECTI ON S| XTY- El GHT HUNDRED TWD OF THE EDUCATI ON LAW FROM
| MPOSI NG UNCONSCI ONABLY AND UNJUSTI FI ABLY EXCESSI VE PRI CE | NCREASES, THE
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ATTORNEY GENERAL MAY, UPON REFERRAL FROM THE DRUG UTI LI ZATION REVI EW
BOARD AS CODI FIED I N SECTI ON TWO HUNDRED SEVENTY- El GHT- A OF THE PUBLI C
HEALTH LAW APPLY I N THE NAME OF THE PEOPLE OF THE STATE OF NEW YORK TO
THE SUPREME COURT OF THE STATE OF NEW YORK W THI N THE JUDI Cl AL DI STRI CT
I N VWHI CH SUCH VI OLATI ONS ARE ALLEGED TO HAVE OCCURRED, ON NOTI CE OF FI VE
DAYS, FOR AN ORDER ENJO NI NG OR RESTRAI NI NG COWM SSI ON OR CONTI NUANCE OF
THE ALLEGED UNLAWFUL ACTS. I N ANY SUCH PROCEEDI NG THE COURT MAY | MPCSE
A CIVIL PENALTY IN AN AMOUNT NOT TO EXCEED TWVENTY- FI VE THOUSAND DOLLARS
AND, WHERE APPROPRI ATE, ORDER RESTI TUTI ON TO AGGRI EVED CONSUMERS.

3. WHETHER A PRI CE | S UNCONSCI ONABLY AND UNJUSTI FI ABLY EXCESSIVE IS A
QUESTION OF LAW FOR THE COURT. THE COURT'S DETERM NATION THAT A
VI OLATI ON OF THI' S SECTI ON HAS OCCURRED SHALL BE BASED UPON THE FOLLOW NG
FACTORS:

(A) THE | NCREASE I N PRI CE |'S UNCONSCI ONABLY EXTREME;

(B) THE DRUG IS VI TAL AND MEDI CALLY NECESSARY TO THE HEALTH OF THE
CONSUMER;

(O THE DRUG IS A SOLE SOURCE DRUG W THOUT A THERAPEUTI C EQUI VALENT;
AND

(D) THE PRI CE | NCREASE WAS W THI N THE CONTROL OF THE MANUFACTURER AND
NOT CAUSED BY COSTS |MPOSED ON OR FACTORS BEYOND THE CONTROL OF THE
MANUFACTURER.

S 3. This act shall take effect immediately.



