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STATE OF NEW YORK
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I N ASSEMBLY
February 24, 2012

Introduced by M of A BRENNAN, JACOBS, BARRON, CASTRO, GUNTHER, ROSEN-
THAL, COOK, JAFFEE, LINARES -- Milti-Sponsored by -- M of A BOYLAND,
H KI ND, McENENY, ROBI NSON, STEVENSON, WElI SENBERG -- read once and
referred to the Conmttee on Health

AN ACT to anend the public health law, in relation to enacting the "drug
shortage notification act of 2012"

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

Section 1. Legislative findings. In order to prevent the shortages of
drugs in this state, the legislature finds that creating a systemto
notify the conm ssioner of health, pharmacies, hospitals, health care
providers and the general public of the discontinuance or interruption
of the manufacture of a drug is necessary and consistent wth the
state's duty to protect the health and welfare of its residents.

S 2. This act shall be known and nay be cited as the "drug shortage
notification act of 2012".

S 3. The public health law is anended by adding a new section 281 to
read as foll ows:

S 281. DRUG SHORTAGE NOTI FI CATION. 1. DEFIN TIONS. FOR THE PURPCSES OF
THI S SECTI ON:

A, "AVERAGE HI STORI C DEMAND' MEANS THE PHARMACEUTI CAL MANUFACTURER S
AVERAGE MONTHLY VOLUME OF SALES OF THE DRUG DURING THE PRI OR CALENDAR
YEAR.

B. " DI SCONTI NUANCE" MEANS THE PERMANENT TERM NATI ON OF THE MANUFACTURE
OF A PRESCRI PTI ON DRUG BY A PHARMACEUTI CAL MANUFACTURER.

C. "DRUG' OR "PRESCRIPTION DRUG' SHALL HAVE THE SAME MEANI NG AS SET
FORTH | N SECTI ON TWO HUNDRED SEVENTY OF TH S ARTI CLE.

D. "I NTERRUPTI ON' MEANS A CHANGE THAT MAY RESULT IN THE TOTAL SUPPLY
O A DRUG MANUFACTURED BY A PHARMACEUTI CAL MANUFACTURER NOT MEETI NG
AVERAGE HI STORI C DENMAND.

E. "PHARMACEUTI CAL MANUFACTURER' OR "MANUFACTURER' MEANS ANY PERSON,
COVPANY OR CORPCRATION THAT COVWPOUNDS, M XES, PREPARES, PRODUCES OR
OTHERW SE MANUFACTURES PRESCRI PTI ON DRUGS.

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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F. "PHARMACY" SHALL HAVE THE SAME MEANI NG AS SET FORTH I N SUBDI VI SI ON
ONE OF SECTI ON SI XTY- El GHT HUNDRED TWO OF THE EDUCATI ON LAW

2. A A PHARMACEUTI CAL MANUFACTURER SHALL PROVI DE NOTI CE OF A DI SCON-
TI NUANCE OR | NTERRUPTI ON I N THE MANUFACTURE OF A DRUG AT LEAST SIX
MONTHS PRI OR TO THE DATE OF SUCH DI SCONTI NUANCE OR | NTERRUPTI ON.

B. SUCH NOTI CE SHALL BE SENT TO THE COWM SSI ONER AND TO ANY PHARMACY,
HOSPI TAL, HEALTH CARE PROVI DER OR OTHER ENTITY AUTHORI ZED TO DI SPENSE
THE DRUG UNDER STATE LAW TO WHI CH THE MANUFACTURER SELLS OR DI STRI BUTES
SUCH DRUG

C. IN THE CASE OF AN I NTERRUPTI ON, | F THE MANUFACTURER CANNOT PROVI DE
A SI X MONTH ADVANCE NOTI CE, THE NOTI CE SHALL BE SENT AS SOON AS PRACTI -
CABLE AFTER THE MANUFACTURER: (1) BECOVES AWARE OF SUCH | NTERRUPTION OR
ADJUSTMENT; OR (I11) BECOVES AWARE THAT SUCH | NTERRUPTI ON OR ADJUSTMENT
MAY RESULT IN THE TOTAL SUPPLY OF THE DRUG NOT MEETI NG AVERAGE HI STORIC
DEMAND.

3. A UPON RECEI PT OF THE NOTI CE REQUI RED PURSUANT TO SUBDI VI SI ON TWD
OF THI S SECTION, THE COW SSI ONER SHALL, WTH N THREE BUSINESS DAYS,
NOTI FY OR CAUSE TO BE NOTI FI ED, LOCAL BOARDS OF HEALTH, STATE HOSPI TALS,
HOVES THAT ARE SUBJECT TO THE JURI SDICTION OF THE DEPARTMENT, AND
PATI ENT ORGANI ZATI ONS, OF THE DI SCONTI NUANCE OR | NTERRUPTION OF THE
DRUG.

B. THE COW SSI ONER SHALL ALSO POST | MVEDI ATELY ON THE WEBSI TE OF THE
DEPARTMENT COVPLETE | NFORVATI ON ON THE DI SCONTI NUANCE OR | NTERRUPTI ON OF
THE DRUG AND THE AVAI LABI LITY, |IF ANY, OF AN ALTERNATI VE SOURCE OF THE
DRUG OR OF A DRUG W TH THE SAME ACTI VE | NGREDI ENTS.

4. A ANY MANUFACTURER THAT KNOWNGLY FAILS TO PROVI DE NOTICE I N
VI OLATI ON OF SUBDI VI SION TWO OF THI' S SECTI ON SHALL BE SUBJECT TO A CIVIL
PENALTY NOT TO EXCEED TEN THOUSAND DOLLARS FOR EACH DAY THAT THE
VI OLATI ON CONTI NUES, NOT TO EXCEED ONE M LLI ON ElI GHT HUNDRED THOUSAND
DOLLARS.

B. THE COW SSI ONER SHALL PROMULGATE RULES AND REGULATIONS TO | MPLE-
MENT THE PROVI SIONS OF THI' S SECTI ON, | NCLUDI NG ESTABLI SHI NG A SCHEDULE
OF ClVIL MONETARY PENALTIES FOR FAI LURE TO COVMPLY W TH THE NOTI FI CATI ON
REQUI REMENTS PURSUANT TO SUBDI VI SION TWO OF THI S SECTI ON.

5. NOTW THSTANDI NG ANY OTHER PROVI SI ONS OF LAW TO THE CONTRARY, THE
COW SSI ONER SHALL ENSURE THE CONFI DENTI ALI TY OF ANY PROPRI ETARY | NFOR-
MATI ON SUBM TTED I N A NOTI CE UNDER SUBDI VI SI ON TWD OF THI S SECTI ON.

S 4. Severability. If any clause, sentence, paragraph, section or part
of this act shall be adjudged by any court of conpetent jurisdiction to
be invalid, the judgnent shall not affect, inpair, or invalidate the
remai nder thereof, but shall be confined in its operation to the cl ause,
sentence, paragraph, section or part thereof directly involved in the
controversy in which the judgenent shall have been rendered.

S 5. This act shall take effect imediately, provided that section 281
of the public health |aw, as added by section three of this act, shall
survive the repeal of article 2-A of the public health | aw as provi ded
in subdivision 1 of section 79 of part C of chapter 58 of the [|aws of
2005, as anended.



