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STATE OF NEW YORK

8648- - A
I N ASSEMBLY
January 7, 2016

Introduced by M of A GOTTFRIED, TITONE, SKOUFI'S, RAIA LUPINACCI,
BARRETT, MDONOUGH, QUART, STECK -- read once and referred to the
Committee on Higher Education -- commttee discharged, bill anended,
ordered reprinted as anmended and recommitted to said commttee

AN ACT to anend the education |aw and the public health Iaw, in relation
to the substitution of interchangeable biological products for
prescri bed products

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

Section 1. Section 6802 of the education law is anended by adding two
new subdi vi sions 27 and 28 to read as foll ows:

27. "BIOLOGd CAL PRODUCT" MEANS A BIOLOd CAL PRODUCT AS DEFINED I N
SUBSECTI ON (1) OF SECTION 351 OF THE PUBLI C HEALTH SERVI CE ACT 42 U.S.C
SECTI ON 262(1).

28. "I NTERCHANGEABLE Bl OLOG CAL PRODUCT" MEANS A BI OLOd CAL PRODUCT
LI CENSED BY THE UNI TED STATES FOOD AND DRUG ADM NI STRATI ON PURSUANT TO
42 U.S. C SECTI ON 262(K)(4) AS SET FORTH IN THE LATEST ED TION OR
SUPPLEMENT OF THE UNI TED STATES FOOD AND DRUG ADM NI STRATI ON LI STS OF
LI CENSED BI OLOG CAL PRODUCTS W TH REFERENCE PRODUCT EXCLUSIVITY AND
BIOSIM LARITY OR | NTERCHANGEABI LI TY EVALUATI ONS, SOVETI MES REFERRED TO
AS THE "PURPLE BOCOK," OR A Bl OLOd CAL PRODUCT DETERM NED BY THE UNI TED
STATES FOOD AND DRUG ADM NI STRATI ON TO BE THERAPEUTI CALLY EQUI VALENT AS
SET FORTH I N THE LATEST EDI TI ON OR SUPPLEMENT OF THE UNI TED STATES FOOD
AND DRUG ADM NI STRATI ON APPROVED DRUG PRODUCTS W TH THERAPEUTI C EQUI V-
ALENCE EVALUATI ONS, SOVETI MES REFERRED TO AS THE " ORANGE BOXXK. "

S 2. Paragraphs (b), (c) and (d) of subdivision 6 of section 6810 of
the education |aw, paragraph (b) as anended and paragraph (d) as added
by chapter 913 of the |aws of 1986, paragraph (c) as added by chapter
776 of the |aws of 1977, are anended to read as foll ows:

(b) NOTW THSTANDI NG ANY OTHER PROVI SION OF THI S SECTI ON OR ANY OTHER
LAW WHEN AN | NTERCHANGEABLE Bl OLOG CAL PRODUCT |'S NOT AVAI LABLE AND THE
Bl OLOG CAL PRODUCT ORI G NALLY PRESCRI BED | S AVAI LABLE AND THE PHARMACI ST
AGREES TO DI SPENSE THE PRESCRI BED Bl OLOd CAL PRODUCT FOR A PRICE THAT
WLL NOT EXCEED THE PRI CE THAT WOULD HAVE BEEN CHARGED FOR THE | NTER-

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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CHANGEABLE BI OLOG CAL SUBSTI TUTE HAD | T BEEN AVAI LABLE, SUBSTI TUTION OF
AN | NTERCHANGEABLE BI OLOd CAL PRODUCT WLL NOT BE REQUI RED. |F THE
| NTERCHANGEABLE Bl OLOG CAL PRODUCT |'S NOT AVAI LABLE AND A MEDI CAL  EMER-
GENCY SITUATION, WHI CH FOR PURPOSES OF THI'S SECTION | S DEFI NED AS ANY
CONDI TI ON REQUI RI NG ALLEVI ATION OF SEVERE PAIN OR WHI CH THREATENS TO
CAUSE DI SABILITY OR TAKE LI FE | F NOT PROVPTLY TREATED, EXI STS, THEN THE
PHARMACI ST MAY DI SPENSE THE PRESCRI BED Bl OLOGd CAL PRODUCT AT H S REGULAR
PRI CE. I N SUCH | NSTANCES THE PHARMACI ST MUST RECORD THE DATE, HOUR AND
NATURE OF THE MEDI CAL EMERGENCY ON THE BACK OF THE PRESCRI PTI ON AND KEEP
A COPY OF ALL SUCH PRESCRI PTI ONS.

(C The prescriber shall inform the patient whether he or she has
prescri bed a brand name or its generic equival ent drug product OR | NTER-
CHANGEABLE BI OLOG CAL PRODUCT.

[(c)] (D) The provisions of this subdivision shall not apply to a
hospital as defined in article twenty-eight of the public health | aw.

[(d)] (E) No prescriber shall be subjected to civil liability arising
solely from authorizing, in accordance wth this subdivision, the

substitution by a pharmacist of a drug product pursuant to paragraph (0)
of subdivi sion one of section two hundred six of the public health | aw

S 3. Section 681l6-a of the education |aw is amended by addi ng three
new subdivisions 3, 4 and 5 to read as foll ows:

3. A PHARMACI ST SHALL SUBSTI TUTE A LESS EXPENSI VE BI OLOd CAL PRODUCT
FOR A PRESCRI BED Bl OLOG CAL PRODUCT PROVI DED THAT ALL OF THE FOLLOW NG
CONDI TI ONS ARE MET:

(A) THE BI OLOG CAL PRODUCT HAS BEEN DETERM NED BY THE UNI TED STATES
FOOD AND DRUG ADM NI STRATI ON TO BE | NTERCHANGEABLE W TH THE PRESCRI BED
PRODUCT;

(B) THE PRESCRI BER DOES NOT DESI GNATE THAT A SUBSTI TUTION | S PROCHI BI T-
ED AS DESCRI BED I N SUBDI VI SI ON SI X OF SECTI ON SI XTY- El GHT HUNDRED TEN OF
THI' S ARTI CLE; AND

(© THE PHARMACI ST | NDI CATES ON THE LABEL AFFI XED TO THE | MVEDI ATE
CONTAINER IN WHCH THE BIO.OG CAL PRODUCT IS SOLD OR DI STRI BUTED THE
NAME AND STRENGTH OF THE PRODUCT AND | TS MANUFACTURER UNLESS THE PRES-
CRI BER SPECI FI CALLY STATES OTHERW SE.

4. (A) WTH N FI VE BUSI NESS DAYS FOLLOW NG THE DI SPENSI NG OF A Bl OLOG
| CAL PRODUCT, THE DI SPENSI NG PHARMACI ST OR THE PHARMACI ST' S DESI GNEE
SHALL COVMUNI CATE TO THE PRESCRI BER THE SPECI FI C PRODUCT PROVI DED TO THE
PATI ENT, | NCLUDI NG THE NAME OF THE PRODUCT AND THE MANUFACTURER  THE
COVMUNI CATI ON SHALL BE CONVEYED BY USI NG FACSI M LE OR ELECTRONI C TRANS-
M SSI ON.

(B) COVMUNI CATI ON UNDER PARAGRAPH (A) OF THI S SUBDI VI SI ON SHALL NOT BE
REQUI RED WHERE:

(1) THERE IS NO FDA- APPROVED | NTERCHANGEABLE Bl OLOd C FOR THE PRODUCT
PRESCRI BED; OR

(I'l) A REFILL PRESCRI PTION IS NOT CHANGED FROM THE PRODUCT DI SPENSED
ON THE PRI OR FI LLI NG OF THE PRESCRI PTI ON.

5. THE DEPARTMENT SHALL MAINTAIN A LINK ON I TS WEB SI TE TO THE CURRENT
LI ST OF ALL BI OLOG CAL PRODUCTS DETERM NED BY THE FEDERAL FOOD AND DRUG
ADM NI STRATI ON TO BE AN | NTERCHANGEABLE Bl OLOd CAL PRODUCT FOR A SPECI F-
| C Bl OLOG CAL PRODUCT.

S 4. Subparagraphs 2 of paragraph (o) of subdivision 1 of section 206
of the public health |aw, as anmended by chapter 913 of the |aws of 1986,
is amended to read as foll ows:

(2) The comm ssioner of the Federal Food and Drug Administration has
eval uated such drug product as:
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(1) pharnaceutically and therapeutically equivalent and has |isted
such drug product on the Iist of approved drugs products with the thera-
peuti c equival ence evaluations, provided, however, that the list
prepared by the comm ssioner shall not include any drug product which
t he conm ssioner of the Federal Food and Drug Adninistration has identi-
fied as having an actual or potential bioequival ence problem OR

(I'l) AS AN | NTERCHANGEABLE BI O.OG CAL PRODUCT AND HAS LI STED SUCH
PRODUCT ON THE LI ST OF APPROVED DRUG PRODUCTS W TH | NTERCHANGEABI LI TY.

S 5. This act shall take effect immediately.



