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STATE OF NEW YORK

7686
I N SENATE
May 12, 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 law, in relation to prescription drug
cost transparency

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

Section 1. Legislative intent. It is the intent of the legislature to
make infornmation available to the public about the cost and utilization
of pharmaceutical drugs. To fulfill this goal, the legislature finds
that there should be annual reporting of drug costs and use that woul d
be of use by policymakers, governnent agencies and others to understand
phar macy cost trends.

S 2. The public health law is anended by addi ng a new section 278-a to
read as foll ows:

S 278-A PRESCRI PTI ON DRUG COST TRANSPARENCY. 1. EACH MANUFACTURER OF
A BRAND AND GENERI C MEDI CATI ON THAT IS MADE AVAI LABLE | N NEW YORK STATE
SHALL FILE A REPORT ON PHARMACEUTI CAL COSTS AS QUTLINED IN THI S SECTI ON.

2. THE MANUFACTURER OF A PHARMACEUTI CAL DRUG THAT HAS A WHOLESALE
ACQUI SI TI ON COST OF ONE THOUSAND DOLLARS FOR A THI RTY DAY SUPPLY SHALL
FILE A REPORT PURSUANT TO THI S SECTI ON ON THE COSTS FOR EACH QUALI FYI NG
DRUG WHOLESALE ACQUI SI TI ON COST SHALL HAVE THE SAME MEANI NG AS FOUND I N
SUBSECTION (C) OF 42 U.S. CODE SECTI ON 1395W 3A.

3. THE MANUFACTURER OF A PHARMACEUTI CAL DRUG WHICH DURING A THREE
MONTH PERI OD HAS A CUMULATI VE PRI CE | NCREASE OF THREE Tl MES THE CONSUMER
PRICE |INDEX SHALL FILE A REPORT PURSUANT TO THI S SECTI ON ON THE COSTS
FOR EACH QUALI FYI NG DRUG.

4. THE REPORT SHALL | NCLUDE THE FOLLOW NG FOR EACH DRUG DESCRIBED |IN
SUBDI VI SI ONS TWO AND THREE OF THI' S SUBDI VI SI ON:

(A) THE TOTAL COSTS FOR THE PRODUCTI ON OF THE DRUG | NCLUDI NG ALL OF
THE FOLLOW NG

(1) THE TOTAL RESEARCH AND DEVELOPMENT COSTS | NCLUDI NG BUT NOT LI M TED
TO

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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(1) THE TOTAL COSTS OF ANY STUDY DRUG MANUFACTURED DURI NG THI S REPCRT-
I NG PERI GD I N SUPPORT OF THE U.S. FOCD AND DRUG ADM NI STRATI ON  APPROVED
USE OF THE DRUG

(1'l) THE TOTAL COSTS OF ANY PRECLI NI CAL STUDI ES CONDUCTED DURI NG THI S
REPORTI NG PERI OD;

(I''l) THE TOTAL COSTS OF ANY CLINICAL TRIALS CONDUCTED DURING TH'S
REPORTI NG PERI OD;

(1'V) THE TOTAL COSTS ASSCCI ATED W TH THE PREPARATI ON AND SUBM SSI ON OF
ANY REGULATORY DOCUMENTS SUBM TTED TO THE U. S. FOOD AND DRUG ADM NI S-
TRATI ON DURI NG THI S REPORTI NG PERI OD;

(V) THE TOTAL COSTS OF POST APPROVAL CLI NI CAL STUDI ES MANDATED BY THE
U S. FOOD AND DRUG ADM NI STRATI ON DURI NG THI S REPORTI NG PERI OD; AND

(M) THE TOTAL COSTS OF POST APPROVAL STUDI ES EARVARKED FOR PUBLI CA-
TI ON USI NG EXTERNAL PROVI DERS OF DATA DURI NG THI S REPORTI NG PERI OD;

(2) THE TOTAL COSTS FOR MATERI ALS, MANUFACTURI NG AND ADM NI STRATI ON
ATTRI BUTABLE TO THE DRUG FOR THI S REPORTI NG PERI OD;

(3) THE TOTAL COSTS PAI D BY ANY ENTI TY OTHER THAN THE MANUFACTURER OR
PREDECESSOR FOR RESEARCH AND DEVELOPMENT, | NCLUDI NG AN | TEM ZED LI ST OF
ANY AMOUNT FROM FEDERAL, STATE, OR OTHER GOVERNVENTAL PROGRAMS OR ANY
FORM OF SUBSI DI ES, GRANTS, OR OTHER SUPPORT FOR THI S REPORTI NG PERI OD;
AND

(4) ANY OIHER COSTS TO ACQU RE THE DRUG | NCLUDI NG COSTS FOR THE
PURCHASE OF PATENTS, LI CENSI NG OR ACQUI SI TION OF ANY CORPORATE ENTITY
OMI NG ANY RI GHTS TO THE DRUG WHI LE I N DEVELOPMENT.

(B) THE TOTAL ADM NI STRATIVE COSTS FOR THE PROMOTI ON OF THE DRUG
I NCLUDI NG BUT NOT LIM TED TO

(1) MARKETI NG AND ADVERTI SI NG COSTS;

1) DI RECT TO CONSUMER ADVERTI SI NG COSTS;

[11) PRESCRI BER EDUCATI ON COSTS;

V) PROFESSI ONAL EDUCATI ON COSTS;

V) LOBBYI NG COSTS; AND

VI') FI NANCI AL ASSI STANCE TO PATI ENT GROUPS, DI SEASE ASSOCI ATI ONS, OR
OTHER CONSUMER ORGANI ZATI ONS.

(© THE TOTAL PROFI T AS REPRESENTED I N TOTAL DOLLARS AND A PERCENTAGE
OF TOTAL COMPANY PROFI T DERI VED FROM THE SALE OF THE DRUG

(D) THE TOTAL AMOUNT OF FINANCI AL ASSI STANCE THE MANUFACTURER HAS
PROVI DED THROUGH PATI ENT PRESCRI PTI ON ASSI STANCE PROGRAMS | F  SUCH
PROGRAMS ARE AVAI LABLE, | NCLUDI NG BUT NOT LIM TED TGO

(1) COSTS ASSCCIATED WTH DI RECT TO CONSUVER COUPONS AND AMOUNT
REDEEMED,

(1'l') COSTS ASSOCI ATED W TH COPAYMENT ASSI STANCE PROGRAMS; AND

(I'1l) COSTS ASSOCI ATED W TH SAMPLE DOSES, TRI AL DOSES, OR WHERE THE
DRUG PRODUCT IS PROVI DED BUT NOT SCLD.

(E) THE WHOLESALE ACQUI SI TION COST OF THE DRUG AS PUBLICLY REPORTED
FOR EACH DRUG | NCLUDI NG A FI VE- YEAR H STORY OF WHOLESALE ACQUI SI Tl ON
COST PRI CE | NCREASES, EXPRESSED AS A PERCENTAGE, AND THE MONTH OR MONTHS
EACH | NCREASE TOOK EFFECT AND ANY EXPLANATI ON FOR THE PRI CE | NCREASE.

5. I NFORVATI ON SHALL BE FI LED W TH THE DEPARTMENT ANNUALLY, CONSI STENT
W TH SUBDI VI SIONS TWO AND THREE OF THI S SECTI ON, ON A FORM PRESCRI BED BY
THE DEPARTMENT AND SHALL BE SUBM TTED NO LATER THAN MAY FI RST, TWO THOU-
SAND SEVENTEEN. SUCH | NFORMATI ON SHALL BE UPDATED QUARTERLY.

6. THE DEPARTMENT SHALL |ISSUE A REPORT OQOUTLINING THE | NFORVATI ON
SUBM TTED PURSUANT TO THI S SECTI ON BY DECEMBER THI RTY-FI RST, TWO THOU-
SAND SEVENTEEN AND | SSUE ADDENDUMS ON A QUARTERLY BASI S REFLECTING THE
REQUI REMENTS OF PARAGRAPH (D) OF SUBDI VI SI ON FOUR OF THI S SECTI ON TO THE
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LEG SLATURE. SUCH | NFORVATI ON SHALL BE MADE PUBLI CLY AVAI LABLE ON THE
DEPARTMENT' S WEBSI TE.

7. THE DEPARTMENT SHALL CONVENE AN ADVI SORY WORKGROUP TO DEVELOP THE
FORMS REQUI RED BY THI S SECTI ON. THE WORKGROUP SHALL | NCLUDE, BUT IS NOT
LIMTED TO,  REPRESENTATIVES FROM THE PHARMACEUTI CAL | NDUSTRY, HEALTH
| NSURANCE PLANS, PHARMACY BENEFIT MANAGERS, GOVERNMENTAL AGENCI ES,
CONSUMER ADVOCATES, AND PHYSI Cl ANS.

8. THE DEPARTMENT SHALL MAI NTAIN THE CONFI DENTI ALI TY OF ANY | NFORMA-
TI ON SUBM TTED PURSUANT TO THI S SECTI ON THAT THE COVM SSI ONER DEEMS TO
BE CONFI DENTI AL, PROPRIETARY | NFORVATION OF THE PRESCRIPTION DRUG
MANUFACTURER AND THE DI SCLOSURE OF WHI CH WOULD CAUSE THE MANUFACTURER
COWPETI TI VE HARM THI' S CONFI DENTI AL PROPRI ETARY | NFORMATI ON SHALL NOT BE
MADE PUBLIC BY THE DEPARTMENT AND | S EXEMPT FORM DI SCLOSURE UNDER THE
STATE FREEDOM OF | NFORMATI ON LAW

S 3. This act shall take effect imediately.



