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STATE OF NEW YORK

5286-- A
2011- 2012 Regul ar Sessi ons
I N SENATE

May 3, 2011
Introduced by Sen. LANZA -- read twice and ordered printed, and when
printed to be committed to the Conmittee on Hi gher Education -- recom
mtted to the Conmttee on Hi gher Education in accordance with Senate
Rule 6, sec. 8 -- comittee discharged, bill amended, ordered

reprinted as anmended and reconmtted to said commttee

AN ACT to anend the education law, in relation to wholesalers and
manuf acturers of prescription drugs

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

Section 1. Subparagraph 2 of paragraph a of subdivision 4 of section
6808 of the education |aw, as anmended by chapter 62 of the |aws of 1989,
is amended to read as foll ows:

(2) The application shall be acconpanied by a fee of [eight hundred
twenty-five] TWELVE HUNDRED dol | ars.

S 2. Paragraphs b and d of subdivision 4 of section 6808 of the educa-
tion |law, paragraph b as anended by chapter 538 of the |laws of 2001 and
par agraph d as anended by chapter 62 of the |aws of 1989, are anmended to
read as foll ows:

b. Renewal of registration. Al wholesalers' and manufacturers' regis-
trations shall be renewed on dates set by the departnment. The triennia
regi stration fee shall be [five hundred twenty] EIGHT HUNDRED dol | ars or
a pro rated portion thereof as determ ned by the departnent.

d. Change of location. In the event that the |ocation of such place of
busi ness shall be changed, the owner shall apply to the departnment for
i nspection of the new |ocation and endorsenent of the registration for
the new | ocation. The fee for inspection and endorsenent shall be [one
hundred seventy] THREE HUNDRED dollars, unless it appears to the satis-
faction of the departnent that the change in location is of a tenporary
nature due to fire, flood or other disaster.

S 3. Subdivision 4 of section 6808 of the education |aw is anended by
addi ng six new paragraphs e, f, g, h, i and j to read as foll ows:

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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E. APPLI CANT REG STRATI ON. ANY APPLI CANT FOR REGQ STRATI ON AS A WHOLE-
SALER OR MANUFACTURER SHALL BE OF GOOD MORAL CHARACTER, AS DETERM NED BY
THE DEPARTMENT. THE REQUI REMENTS SHALL EXTEND TO ALL PERSONS RESPONSI -
BLE FOR THE DI STRI BUTI ON OF A PRESCRI PTI ON DRUG FOR THE APPL| CANT, AS
DETERM NED BY THE DEPARTMENT. SUBJECT TO THE PROVI SI ONS OF PARAGRAPHS F
AND G OF TH' S SuBDI VI SI ON, THE DEPARTMENT SHALL REQUI RE PHOTOGRAPHS,
CRI M NAL HI STORY RECORDS SEARCH AND FI NGERPRI NTS.

F. CRIM NAL HI STORY RECORDS SEARCH. (1) UPON RECEI PT OF AN APPLI CATI ON
FOR REQ STRATI ON PURSUANT TO THI S SUBDI VI SI ON, THE COWM SS| ONER SHALL,
SUBJECT TO THE RULES AND REGULATI ONS OF THE DI VI SION OF CRI M NAL JUSTI CE
SERVI CES, | NI TIATE A CRIM NAL H STORY RECORDS SEARCH OF THE PERSONS
| DENTI FI ED | N PARAGRAPH E OF THIS SUBDI VISION. PRIOR TO I NI TI ATI NG THE
BACKGROUND CHECKS AND FI NGERPRI NTI NG PROCESS, THE COWM SSI ONER SHALL
FURNISH THE APPLICANT WTH THE FORM DESCRI BED I N PARAGRAPH G OF THI S
SUBDI VI S| ON AND SHALL OBTAIN THE APPLI CANT'S  CONSENT TO THE CRI M NAL
H STORY RECCRDS SEARCH THE COMM SSI ONER SHALL OBTAI N FROM EACH APPLI -
CANT  TWO SETS OF FI NGERPRINTS AND THE DIVISION OF CRIMNAL JUSTICE
SERVI CES PROCESSI NG FEE | MPOSED PURSUANT TO SUBDI VI SION El GHT- A OF
SECTI ON ElI GHT HUNDRED THI RTY- SEVEN OF THE EXECUTI VE LAW AND ANY FEE
| MPOSED BY THE FEDERAL BUREAU OF | NVESTI GATI ON FOR A NATI ONAL CRI M NAL
H STORY RECORD CHECK. THE COW SSI ONER SHALL PROWTLY TRANSM T SUCH
FI NGERPRI NTS AND FEES TO THE DI VI SI ON OF CRI M NAL JUSTI CE SERVI CES FOR
| TS FULL SEARCH AND RETAI N PROCESSI NG THE DIVISION OF CRIM NAL JUSTI CE
SERVICES |S AUTHORI ZED TO SUBM T THE FI NGERPRI NTS AND THE APPROPRI ATE
FEE TO THE FEDERAL BUREAU OF | NVESTIGATION FOR A NATIONAL CRI M NAL
H STORY RECCRD CHECK. THE DI VI SION OF CRIM NAL JUSTI CE SERVI CES AND THE
FEDERAL BUREAU OF | NVESTI GATION SHALL FORWARD SUCH CRIM NAL HI STORY
RECORD TO THE COWM SSI ONER | N A TI MELY MANNER. THE RELEASE OF SUCH CRI M
I NAL HI STORY RECORD BY THE DI VI SI ON OF CRI M NAL JUSTI CE SERVI CES SHALL
BE SUBJECT TO THE PROVISIONS OF SUBDI VI SION SIXTEEN OF SECTION TWO
HUNDRED NI NETY-SI X OF THE EXECUTI VE LAW THE COW SSI ONER SHALL CONSI DER
SUCH CRIMNAL H STORY RECORD |IN ACCORDANCE W TH THE REQUI REMENTS OF
ARTI CLE TVENTY- THREE- A OF THE CORRECTI ON LAW FOR THE PURPCSE OF ESTAB-
LISH NG THE GOOD MORAL CHARACTER OF AN | NDI VI DUAL AS REQUI RED | N PARA-
GRAPH E OF THI S SUBDI VI SI ON.

(2) FOR THE PURPCSES OF THIS SECTION THE TERM "CRIM NAL HI STORY
RECORD' SHALL MEAN A RECORD OF ALL CONVI CTI ONS OF CRI MES AND ANY PENDI NG
CRI M NAL CHARGES NMAI NTAI NED ON AN | NDI VI DUAL BY THE DI VI SI ON OF CRI M NAL
JUSTI CE SERVI CES AND THE FEDERAL BUREAU OF | NVESTI GATI ON.

FURTHERMORE, UPON NOTI FI CATI ON THAT SUCH APPLI CANT HAS BEEN REG S-
TERED, THE DI VI SION OF CRIM NAL JUSTI CE SERVI CES SHALL HAVE THE AUTHORI -
TY TO PROVI DE SUBSEQUENT CRI M NAL HI STORY NOTI FI CATI ONS DI RECTLY TO THE
COMW SSI ONER.  ALL SUCH CRIM NAL HI STORY RECCORDS PROCESSED AND SENT
PURSUANT TO THI S SUBDI VI SI ON SHALL BE CONFI DENTI AL PURSUANT TO THE
APPLI CABLE FEDERAL AND STATE LAWS, RULES AND REGULATI ONS, AND SHALL NOT
BE PUBLI SHED OR | N ANY WAY DI SCLOSED TO PERSONS OTHER THAN THE COW S-
SI ONER, UNLESS OTHERW SE AUTHORI ZED BY LAW

(3) NOTW THSTANDI NG ANY OTHER PROVI SI ON OF LAW TO THE CONTRARY, THE
COMW SSI ONER | S AUTHORI ZED TO CHARGE ADDI TI ONAL FEES TO APPLI CANTS FOR
REG STRATION | N AN AMOUNT EQUAL TO THE FEES ESTABLI SHED PURSUANT TO LAW
BY THE DI VI SI ON OF CRI M NAL JUSTI CE SERVI CES AND THE FEDERAL BUREAU OF
| NVESTI GATI ON  FOR THE CRI M NAL HI STORY RECORD SEARCHES MANDATED BY THI S
SuBDI VI SI ON.

G ADDI TIONAL DUTIES OF THE COWM SSI ONER AND DEPARTMENT. (1) THE
COM SSI ONER, |IN COOPERATION WTH THE DIVISION OF CRIM NAL JUSTI CE
SERVI CES AND | N ACCORDANCE W TH ALL APPLI CABLE PROVI SI ONS OF LAW  SHALL
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PROMULGATE RULES AND REGULATIONS TO REQUI RE THE FI NGERPRI NTI NG OF THE
| NDI VI DUALS | DENTI FI ED I N PARAGRAPH E OF THI S SUBDI VI SION, AND FOR THE
USE OF | NFORVATI ON DERI VED FROM SEARCHES OF THE RECORDS OF THE DI VI S| ON
OF CRIMNAL JUSTICE SERVICES AND THE FEDERAL BUREAU OF | NVESTI GATI ON
BASED ON THE USE OF SUCH FI NGERPRI NTS, AS PROVIDED |IN PARAGRAPH F OF
TH' 'S SUBDI VI SI ON.

(2) THE COW SSIONER, I N COOPERATION WTH THE DI VI SI ON OF CRI M NAL
JUSTI CE SERVI CES, SHALL PROMULGATE A FORM TO BE PROVI DED TO ALL APPLI -
CANTS FOR REGQ STRATI ON PURSUANT TO THI' S SUBDI VI SI ON THAT SHALL:

(1) 1 NFORM THE PROSPECTI VE APPLI CANT THAT THE COWM SSI ONER | S REQUI RED
TO REQUEST H'S OR HER CRIM NAL HI STORY | NFORVATI ON FROM THE DI VI SI ON OF
CRI M NAL JUSTI CE SERVI CES AND THE FEDERAL BUREAU OF | NVESTI GATI ON AND
REVI EW SUCH | NFORMATION PURSUANT TO THIS SECTIQN, AND PROVIDE A
DESCRI PTI ON OF THE MANNER IN WVHI CH H' S OR HER FI NGERPRI NT CARDS WLL BE
USED UPON SUBM SSI ON TO THE DI VI SION OF CRI M NAL JUSTI CE SERVI CES; AND

(1) INFORM THE PROSPECTI VE APPLI CANT THAT HE OR SHE HAS THE RI GHT TO
OBTAI'N, REVI EW AND SEEK CORRECTION OF HHS OR HER CRI M NAL HI STORY | NFOR-
MATI ON PURSUANT TO REGULATI ONS AND PROCEDURES ESTABLI SHED BY THE DI VI -
SION OF CRI' M NAL JUSTI CE SERVI CES.

(3) THE DEPARTMENT SHALL OBTAIN THE SI GNED, | NFORVED CONSENT OF EACH
| NDI VI DUAL | DENTI FI ED I N PARAGRAPH E OF THI' S SUBDI VI SION, ON SUCH FORM
SUPPLI ED BY THE COWM SSI ONER, VWHI CH | NDI CATES THAT SUCH PERSON HAS:

(1) BEEN |INFORVED OF THE RI GHTS AND PROCEDURES NECESSARY TO OBTAI N,
REVI EW AND SEEK CORRECTION OF H'S OR HER CRI M NAL HI STORY | NFORMATI ON,

(1) BEEN I NFORMED OF THE REASON FOR THE REQUEST FOR H'S OR HER CRI M -
NAL HI STORY | NFORMATI ON,

(1'1'l') CONSENTED TO SUCH REQUEST FOR A REPORT;

(1'V) SUPPLI ED ON THE FORM A CURRENT MAI LI NG OR HOVE ADDRESS FOR SUCH
I NDI VI DUAL,;

(V) BEEN |INFORVED THAT HE OR SHE MAY W THDRAW HI S OR HER CONSENT,
REGARDLESS OF WHETHER THE DEPARTMENT HAS REVIEVWED SUCH | NDI VI DUAL' S
CRI M NAL HI STORY | NFORMATI ON;

(M) BEEN |INFORMED THAT I N THE EVENT THE WHOLESALER S OR MANUFACTUR-
ER S REAQ STRATI ON PURSUANT TO THI S SUBDI VI SI ON HAS EXPI RED OR OTHERW SE
TERM NATED, THE COW SSIONER SHALL NOTIFY THE D VISION OF CRI M NAL
JUSTI CE SERVI CES OF SUCH EXPI RATI ON OR TERM NATI ON, AND THE DI VISION OF
CRI M NAL JUSTI CE SERVI CES SHALL DESTROY THE FI NGERPRI NTS OF THE | NDI VI D-
UAL OR I ND VI DUALS ASSOCI ATED W TH SUCH WHOLESALER S OR MANUFACTURER' S
REG STRATI ON, AND

(M) BEEN | NFORVED OF THE MANNER I N WHI CH HE OR SHE MAY SUBM T TO THE
COW SSI ONER ANY | NFORVATI ON THAT MAY BE RELEVANT TO THE CONSI DERATI ON
OF THE APPLI CANT' S REGQ STRATI ON | NCLUDI NG WHERE APPLI CABLE, | NFORMATI ON
N SUPPORT OF H'S OR HER GOOD MORAL CHARACTER OR REHABI LI TATI ON THERECF.

H  PERFORMANCE OR SURETY BOND. EVERY WHOLESALER SHALL SUBM T A
PERFORMANCE COR SURETY BOND OF NOT LESS THAN ONE HUNDRED THOUSAND DOLLARS
TO THE DEPARTMENT TO ENSURE COVPLI ANCE W TH THE PROVI SIONS OF THI S ARTI -
CLE, EXCEPT THAT THE DEPARTMENT NMAY WAIVE SUCH BOND FOR CERTAIN
NOT- FOR-PROFI T ENTITIES SUCH AS HOSPI TALS AND CORRECTI ONAL FACI LI TI ES
THAT LIMT DI STRI BUTI ON TO THEI R OAN FACI LI TI ES AND DO NOI' RETURN SUCH
MEDI CATIONS TO OTHER ENTI TI ES. THE DEPARTMENT NMAY ALSO EXEMPT A WHOLE-
SALER FROM THE SURETY BOND REQUI REMENT WHEN SUCH WHOLESALER IS OANED AND
OPERATED BY A FACILITY, SUBJECT TO THE PROVISIONS OF ARTICLE
TWENTY- El GHT OF THE PUBLI C HEALTH LAW AND OTHER FACI LI TI ES GOVERNED BY A
STATE AGENCY THAT LIMTS ITS D STRI BUTION OF PRESCRI PTI ON DRUGS TO
FACI LI TI ES AND PRACTI TI ONERS W THI N THE | NSTI TUTI ON'S NETWORK AND COPER-
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ATI ONS AND DCOES NOT SELL OR RETURN SUCH MEDI CATI ONS TO MANUFACTURERS OR
TO OTHER WHOLESALERS.

. WHOLESALER REG STRATION. THE DEPARTMENT MAY PROMULGATE RULES AND
REGULATI ONS TO EXEMPT FROM THE REQUI REMENTS OF PARAGRAPHS E, F, G AND H
OF TH'S SUBDI VI SI ON A WHOLESALER THAT HAS RECEI VED ACCREDI TATI ON FROM A
NATI ONALLY RECOGNI ZED ACCREDI TATI ON BODY APPROVED BY THE COW SSI ONER
AND THAT MEETS THE LI CENSI NG STANDARDS UNDER THI' S SUBDI VI SI ON. THE STAN-
DARDS SHALL BE DEFI NED BY THE COWM SSI ONER PURSUANT TO REGULATI ONS.

J.  MANUFACTURER REGQ STRATI ON. NOTW THSTANDI NG THE REQUI REMENTS FOR
REG STRATI ON UNDER THI' S SUBDI VI SION, THE COW SSI ONER SHALL EXEMPT A
MANUFACTURER LI CENSED OR APPROVED BY THE FEDERAL FOOD AND DRUG ADM NI S-
TRATI ON (FDA) OR I TS SUCCESSOR AGENCY TO MANUFACTURE DRUGS OR DEVICES
W TH REGARD TO SUCH DRUGS OR DEVI CES FROM THE REQUI REMENTS OF PARAGRAPHS
E,L F, G ANDHOF TH S SUBDI VI SION | N THE EVENT THAT SUCH REQUI REMENTS
ARE NOT REQUI RED BY FEDERAL LAW OR REGULATION UNLESS THE COWM SSI ONER
DETERM NES THAT SUCH REQUI REMENTS ARE NECESSARY TO PREVENT A RI SK TO
PRESCRI PTI ON DRUG DI STRI BUTI ON | N THE STATE.

S 4. The education law is anended by adding a new section 6810-a to
read as foll ows:

S 6810-A. UNLAWFUL TRANSACTI ONS BY MANUFACTURERS AND WHOLESALERS. | T
SHALL BE UNLAWFUL FOR A MANUFACTURER, WHOLESALER OR OTHER PERSON TG

1. I NTENTI ONALLY PACKAGE, SELL, TRANSFER, DI STRIBUTE OR DELIVER ANY
PRESCRI PTI ON DRUG THAT HE OR SHE KNOAS | S ADULTERATED, M SBRANDED, COUN-
TERFEI T OR HAS OTHERW SE BEEN RENDERED UNFI T FOR DI STRI BUTI ON.

2. | NTENTI ONALLY PACKAGE, SELL, TRANSFER, DI STRIBUTE OR DELI VER A
PRESCRI PTI ON DRUG TO ANY WHOLESALER WHO | S NOT LI CENSED OR REGQ STERED
PURSUANT TO THI S ARTI CLE.

A PERSON WHO VI OLATES THI S SECTI ON SHALL BE GUILTY OF A CLASS D FELO
NY. | N ADDI TI ON, ANY DRUG PACKAGED, SOLD, TRANSFERRED, DI STRIBUTED OR
DELI VERED IN VIOLATION OF THI S SECTI ON SHALL BE CONTRABAND AND SUBJECT
TO SEI ZURE BY THE DEPARTMENT, THE DEPARTMENT OF HEALTH OR ANY LAW
ENFORCEMENT OFFI CER OF THE STATE.

S 5. Section 6824 of the education |aw, as added by chapter 987 of the
| aws of 1971, is anended to read as foll ows:

S 6824. Injunction proceedings. In addition to the renedi es hereinaft-
er provided, the secretary is hereby authorized to apply to the court of
the proper venue for an injunction to restrain any person from (a)
i ntroduci ng or causing to be introduced into comrerce any adul terated or
m sbranded drug, device or cosnetic; or (b) fromintroducing or causing
to be introduced in comrerce any new drug whi ch does not conply with the
provisions of this article; or (c) fromdissem nating or causing to be
di sseninated a fal se advertisenent; OR (D) VIOLATING ANY PROVISION OF
SECTION SIXTY-EIGHT HUNDRED TEN-A OF TH'S ARTICLE, wthout being
conpel led to allege or prove that an adequate renmedy at |aw does not
exi st.

S 6. This act shall take effect on the one hundred eightieth day after
it shall have becone a | aw.



