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STATE OF NEW YORK

6546-- A
2009- 2010 Regul ar Sessi ons
I N ASSEMBLY
March 6, 2009

Introduced by M of A PAULIN, TITONE, GOITFRI ED, GALEF, CLARK --
Mul ti-Sponsored by -- M of A ALFANO, BARRA, BOYLAND, CHRI STENSEN,
COLTON, COOK, DINOWTZ, H KIND, HOCOPER, JOHN, LATIMER, M LLER, ORTIZ,
RAI A, P. RIVERA, ROBINSON, SWEENEY, TOBACCO, WRIGHT -- read once and

referred to the Conmttee on Hi gher Education -- conmttee di scharged,
bill anended, ordered reprinted as anended and reconmitted to said
conmittee

AN ACT to anend the education law, in relation to penalties for counter-
feit drugs

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 anmended by adding a
new subdi vision 23 to read as foll ows:

23. "PEDI GREE" MEANS AN ELECTRONIC RECORD CONTAINING | NFORVATI ON
REGARDI NG EACH TRANSACTION, RESULTING IN A CHANGE OF OANERSHI P, OF A
PRESCRI PTI ON DRUG ORI G NATI NG FROM A MANUFACTURER, THROUGH ACQUI SI Tl ON
BY OR TRANSFER TO ONE OR MORE WHOLESALERS, MANUFACTURERS, REPACKAGERS
OR PHARMACI ES, UNTIL FINAL SALE OR TRANSFER TO A PHARMACY OR OTHER
PERSON FURNI SHI NG, ADM NI STERI NG OR DI SPENSI NG THE PRESCRI PTI ON DRUG
AS PROVI DED I N SECTI ON SI XTY- El GHT HUNDRED TEN-B OF THI S ARTI CLE

S 2. Subparagraph 2 of paragraph a of subdivision 4 of section 6808 of
the education | aw, as anmended by chapter 62 of the laws 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 3. 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

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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regi stration fee shall be [five hundred twenty] EIGHT HUNDRED dol |l 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 departnent for
i nspection of the new | ocati on and endorsenent of the registration for
the new location. The fee for inspection and endorsenent shall be [one
hundred seventy] THREE HUNDRED dol l ars, 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 4. Subdivision 4 of section 6808 of the education |law is anended by
addi ng six new paragraphs e, f, g, h, i and j to read as foll ows:

E. APPLI CANT REQ STRATI ON. ANY APPLI CANT FOR REQ 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 STRIBUTION OF A PRESCRI PTI ON DRUG FOR THE APPLI CANT, AS
DETERM NED BY THE DEPARTMENT. SUBJECT TO THE PROVI SI ONS OF PARAGRAPHS F
AND G OF TH'S SUBDI VISION, THE DEPARTMENT SHALL REQUI RE PHOTOGRAPHS,
CRI M NAL HI STORY RECORDS SEARCH AND FI NGERPRI NTS.

F. CRIM NAL H STORY RECORDS SEARCH. (1) UPON RECEI PT OF AN APPLI CATI ON
FOR REGQ STRATI ON PURSUANT TO THI S SUBDI VI SION, THE COW SSI ONER  SHALL,
SUBJECT TO THE RULES AND REGULATI ONS OF THE DI VI SION OF CRI M NAL JUSTI CE
SERVICES, INITIATE A CRIMNAL H STORY RECORDS SEARCH OF THE PERSONS
| DENTI FI ED I N PARAGRAPH E OF THI'S SUBDIVISION. PRIOR TO I NI TIATING THE
BACKGROUND CHECKS AND FI NGERPRI NTI NG PROCESS, THE COVM SSI ONER SHALL
FURNI SH THE APPLI CANT W TH THE FORM DESCRIBED IN PARAGRAPH G OF THI'S
SUBDI VI SION AND SHALL OBTAIN THE APPLI CANT'S CONSENT TO THE CRI M NAL
H STORY RECORDS SEARCH. THE COWMM SSI ONER SHALL OBTAIN FROM EACH APPLI -
CANT TWO SETS OF FINGERPRINTS AND THE DI VI SI ON OF CRI M NAL JUSTI CE
SERVI CES PROCESSI NG FEE | MPOSED PURSUANT TO SUBDIVISION EIGHT-A OF
SECTI ON EI 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 PROVPTLY TRANSM T SUCH
FI NGERPRI NTS AND FEES TO THE DI VI SION OF CRI M NAL JUSTICE SERVICES FOR
I TS FULL SEARCH AND RETAI N PROCESSI NG THE DI VI SION OF CRIM NAL JUSTI CE
SERVI CES | S AUTHORI ZED TO SUBM T THE FI NGERPRI NTS AND THE APPROPRI ATE
FEE TO THE FEDERAL BUREAU OF | NVESTI GATI ON FOR A NATI ONAL CRI M NAL
H STORY RECORD CHECK. THE DI VI SI ON OF CRI M NAL JUSTI CE SERVI CES AND THE
FEDERAL BUREAU OF | NVESTI GATION SHALL FORWARD SUCH CRI M NAL HI STORY
RECORD TO THE COW SSI ONER I N A TI MELY MANNER. THE RELEASE OF SUCH CRI M
| NAL HI STORY RECORD BY THE DI VI SION OF CRIM NAL JUSTICE SERVICES SHALL
BE SUBJECT TO THE PROVISIONS OF SUBDIVISION SI XTEEN OF SECTI ON TWD
HUNDRED NI NETY- SI X OF THE EXECUTI VE LAW THE COW SSI ONER SHALL CONSI DER
SUCH CRI M NAL HI STORY RECORD | N ACCORDANCE W TH THE REQUI REMENTS OF
ARTI CLE TVENTY- THREE- A OF THE CORRECTI ON LAW FOR THE PURPOSE OF ESTAB-
LI SHI NG THE GOOD MORAL CHARACTER OF AN | NDI VIDUAL AS REQU RED |IN PARA-
GRAPH E OF THI' S SUBDI VI SI ON.

(2) FOR THE PURPCSES OF THIS SECTION THE TERM "CRI M NAL HI STORY
RECORD"' SHALL MEAN A RECORD OF ALL CONVI CTI ONS OF CRI MES AND ANY PENDI NG
CRI M NAL CHARGES MAI NTAI NED ON AN | NDI VI DUAL BY THE DI VI SION 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 REQ S-
TERED, THE DI VI SI ON OF CRI M 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
COW SSI ONER. ALL SUCH CRIM NAL HI STORY RECORDS PROCESSED AND SENT
PURSUANT TO THI'S SUBDI VISION SHALL BE CONFI DENTI AL PURSUANT TO THE
APPLI CABLE FEDERAL AND STATE LAWS, RULES AND REGULATI ONS, AND SHALL NOT
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BE PUBLISHED OR IN 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
COW 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
PROMULGATE RULES AND REGULATIONS TO REQUI RE THE FI NGERPRI NTI NG OF THE
I 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 SI ON
OF CRIM NAL JUSTI CE SERVI CES AND THE FEDERAL BUREAU OF | NVESTI GATI ON
BASED ON THE USE OF SUCH FI NGERPRI NTS, AS PROVI DED | N PARAGRAPH F OF
TH' 'S SUBDI VI SI ON.

(2) THE COW SSI ONER, | N COOPERATION WTH THE DI VISION 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 CRI M NAL HI STORY | NFORVATI ON FROM THE DI VI SION OF
CRIM NAL JUSTICE SERVICES AND THE FEDERAL BUREAU OF | NVESTI GATI ON AND
REVI EW SUCH | NFORMATION PURSUANT TO THIS SECTIQN, AND PROVIDE A
DESCRI PTION OF THE MANNER IN VWHICH H' S OR HER FI NGERPRI NT CARDS W LL BE
USED UPON SUBM SSI ON TO THE DI VI SION OF CRIM NAL JUSTI CE SERVI CES; AND

(1) 1 NFORM THE PROSPECTI VE APPLI CANT THAT HE OR SHE HAS THE RIGHT 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, | NFORMED CONSENT COF EACH
I NDI VI DUAL | DENTI FIED | N PARAGRAPH E OF THI' S SUBDI VI SI ON, ON SUCH FORM
SUPPLI ED BY THE COWM SSI ONER, VWHI CH | NDI CATES THAT SUCH PERSON HAS:

(1) BEEN I NFORMED OF THE RI GHTS AND PROCEDURES NECESSARY TO OBTAIN,
REVI EW AND SEEK CORRECTION OF H'S OR HER CRI M NAL HI STORY | NFORNMATI 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)  SUPPLIED ON THE FORM A CURRENT MAI LI NG OR HOVE ADDRESS FOR SUCH
I NDI VI DUAL,;

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

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

(V1) BEEN | NFORVED OF THE MANNER I N WHI CH HE OR SHE MAY SUBM T TO THE
COMW SSI ONER  ANY | NFORMVATI 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 SUBMT A
PERFORMANCE OR SURETY BOND OF NOT LESS THAN ONE HUNDRED THOUSAND DOLLARS



Co~NOoOUIT~hWNE

A. 6546--A 4

TO THE DEPARTMENT TO ENSURE COWVPLI ANCE W TH THE PROVI SI ONS OF THI S ARTI -
CLE, EXCEPT THAT THE DEPARTMENT MAY WAIVE SUCH BOND FOR CERTAIN
NOT- FOR- PROFI T ENTI TI ES SUCH AS HOSPI TALS AND CORRECTI ONAL FACI LI TIES
THAT LIMT DI STRI BUTION TO THEI R OAN FACI LI TI ES AND DO NOT RETURN SUCH
MEDI CATI ONS TO OTHER ENTI TI ES. SUCH WAI VER SHALL BE MADE ON THE RECOW
MENDATI ON OF THE STATE BOARD OF PHARMACY. THE DEPARTMENT NMAY ALSO EXEMPT
A VWHOLESALER FROM THE SURETY BOND REQUI REMENT WHEN SUCH WHOLESALER | S
OMNED AND OPERATED BY A FACILITY, SUBJECT TO THE PROVI SIONS OF ARTICLE
TVENTY- El GHT OF THE PUBLI C HEALTH LAW AND OTHER FACI LI TI ES GOVERNED BY A
STATE AGENCY THAT LIMTS |ITS DI STRIBUTION OF PRESCRI PTI ON DRUGS TO
FACI LI TI ES AND PRACTI TI ONERS W THI N THE | NSTI TUTI ON' S NETWORK AND OPER-
ATI ONS AND DCOES NOT SELL OR RETURN SUCH MEDI CATI ONS TO MANUFACTURERS OR
TO OTHER WHOLESALERS.

| . WHOLESALER REQ STRATI ON. THE DEPARTMENT MAY PROMULGATE RULES AND
REGULATI ONS TO EXEMPT FROM THE REQUI REMENTS OF PARAGRAPHS E, F, G AND H
OF THI' 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 COVM 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 REG STRATI ON. NOTW THSTANDI NG THE REQUI REMENTS FOR
REG STRATION 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-
TRATION (FDA) OR | TS SUCCESSOR AGENCY TO MANUFACTURE DRUGS OR DEVI CES
W TH REGARD TO SUCH DRUGS OR DEVI CES FROM THE REQUI REMENTS OF PARAGRAPHS
E, F, GAND HOF THI'S SUBDI VI SION I N THE EVENT THAT SUCH REQUI REMENTS
ARE NOT REQUI RED BY FEDERAL LAW OR REGULATI ON UNLESS THE COWM SSI ONER
DETERM NES THAT SUCH REQUI REMENTS ARE NECESSARY TO PREVENT A RISK TO
PRESCRI PTI ON DRUG DI STRI BUTI ON | N THE STATE.

S 5. The education law is anmended by adding a new section 6810-a to
read as foll ows:

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

1. I NTENTI ONALLY PACKAGE, SELL, TRANSFER, DI STRI BUTE OR DELI VER 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 DELIVER A
PRESCRI PTION DRUG TO ANY VWHOLESALER WHO | S NOT LI CENSED OR REG 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. I N ADDI TI ON, ANY DRUG PACKAGED, SOLD, TRANSFERRED, DI STRI BUTED OR
DELI VERED I N VI OLATION OF THI S SECTI ON SHALL BE CONTRABAND AND SUBJECT
TO SEI ZURE BY THE BOARD OF PHARMACY, THE DEPARTMENT OF HEALTH OR ANY LAW
ENFORCEMENT OFFI CER OF THE STATE.

S 6. The education law is anmended by adding a new section 6810-b to
read as foll ows:

S 6810-B. PEDI GREE. 1. A. EVERY MANUFACTURER SHALL ESTABLI SH AND MAI N-
TAIN A PEDI GREE FOR EACH PRESCRI PTI ON DRUG, AND EVERY WHOLESALER, PHAR-
MACY OR OTHER PERSON FURNI SHI NG OR DI SPENSI NG A PRESCRI PTI ON DRUG SHALL
MAI NTAI N A PEDI GREE FOR EACH PRESCRI PTI ON DRUG.

B. FOR PURPOSES OF THI S SECTI ON, "MANUFACTURER' MEANS A PERSON WHO
PREPARES, DERIVES, MANUFACTURES, PRODUCES OR REPACKAGES A PRESCRI PTI ON
DRUG. MANUFACTURER ALSO MEANS THE HOLDER OR HOLDERS OF A NEW DRUG APPLI -
CATI ON (NDA), AN ABBREVI ATED NEW DRUG APPLI CATI ON (ANDA), OR A BI OLOd Cs
LI CENSE APPLI CATI ON (BLA), PROVIDED THAT SUCH APPLICATION HAS BEEN
APPROVED, A MANUFACTURER S THIRD PARTY LOd STICS PROVI DER; A PRI VATE
LABEL DI STRI BUTOR (| NCLUDI NG COLI CENSED PARTNERS) FOR WHOM THE PRI VATE
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LABEL DI STRIBUTOR S PRESCRI PTI ON DRUGS ARE ORI G NALLY MANUFACTURED AND
LABELED FOR THE DI STRIBUTOR AND HAVE NOT BEEN REPACKAGED, OR THE
DI STRIBUTOR AGENT FOR THE MANUFACTURER, CONTRACT MANUFACTURER, OR
PRI VATE LABEL DI STRI BUTOR, WHETHER THE ESTABLI SHVENT 1S A MEMBER OF THE
MANUFACTURER S AFFI LI ATED GROUP ( REGARDLESS OF WHETHER THE MEMBER TAKES
TITLE TO THE DRUG OR IS A CONTRACT DI STRI BUTOR SI TE.

C. FOR PURPCSES OF TH S SECTI ON, " REPACKAGER' MEANS A PERSON OR ENTI TY
THAT |S REGQ STERED W TH THE FEDERAL FOOD AND DRUG ADM NI STRATI ON AS A
REPACKAGER AND OPERATES AN ESTABLI SHVENT THAT PACKAGES FINISHED DRUGS
FROM BULK OR THAT REPACKAGES PRESCRI PTI ON DRUGS | NTO DI FFERENT CONTAI N-
ERS, EXCLUDI NG SHI PPl NG CONTAI NERS.

D. FOR PURPOSES OF THIS SECTION, "THIRD PARTY LOGE STICS PROVI DER
MEANS AN ENTITY LI CENSED AS A WHOLESALER THAT CONTRACTS W TH A MANUFAC-
TURER OF PRESCRIPTION DRUGS TO PROVIDE OR COORDI NATE WAREHOUSI NG,
DI STRIBUTION OR OTHER SIM LAR SERVI CES ON BEHALF OF A MANUFACTURER, BUT
FOR WHI CH THERE | S NO CHANGE OF OMNERSHI P | N THE PRESCRI PTI ON DRUGS.

2. A PEDI GREE SHALL BE IN SUCH FORM AND CONTAI N SUCH | NFORVATI ON AS
SHALL BE DETERM NED BY THE DEPARTMENT. EACH PEDI GREE SHALL M NI MALLY
I NCLUDE FOR EACH DI STRI BUTI ON ALL OF THE FOLLOW NG | NFORMATI ON:

A. THE SOURCE OF THE PRESCRI PTI ON DRUG, | NCLUDI NG THE NAME AND PRI NCI -
PAL ADDRESS OF THE SELLER OR TRANSFEROR;

B. THE PROPRI ETARY AND ESTABLI SHED NAME OF THE PRESCRI PTI ON DRUG ~ THE
QUANTITY OF THE PRESCRI PTI ON DRUG | TS DOSAGE FORM AND DCSAGE STRENGTH,
THE DATE OF THE PURCHASE OR TRANSFER, THE INVO CE NUMBER, CONTAI NER
SI ZE, EXPI RATI ON DATE, LOT NUMBER, NATI ONAL DRUG CODE, AND, VHEN AVAI L-
ABLE, STANDARDI ZED NUMERI CAL | DENTI FI ER, OF THE PRESCRI PTI ON DRUG

C. THE BUSI NESS NAME AND ADDRESS OF EACH OWNER OF THE PRESCRI PTI ON
DRUG AND | TS SHI PPI NG | NFORVATI ON, | NCLUDI NG THE NAME AND ADDRESS OF THE
FACILITY OF EACH PERSON CERTIFYI NG DELIVERY OR RECEIPT OF THE
PRESCRI PTI ON DRUG AND

D. A CERTI FI CATI ON UNDER PENALTY OF PERJURY FROM THE DESI GNATED REPRE-
SENTATI VE OF THE MANUFACTURER, WHOLESALER OR PHARMACY THAT THE | NFORVA-
TI ON CONTAI NED THEREIN | S TRUE AND ACCURATE.

3. A SINGE PEDI GREE SHALL | NCLUDE EVERY CHANGE OF OMNERSHI P OF A
PRESCRI PTI ON DRUG FROM I TS | NI TIT AL MANUFACTURE THROUGH TO | TS FI NAL
TRANSACTI ON TO A PHARVACY OR OTHER PERSON FOR FURNI SHI NG, ADM NI STERI NG,
OR DI SPENSING THE PRESCRI PTION DRUG REGARDLESS OF REPACKAG NG OR
ASS|I GNVENT OF ANCTHER NATI ONAL DRUG CODE DI RECTORY NUMBER. PRESCRI PTI ON
DRUGS THAT ARE REPACKAGED SHALL BE SERI ALI ZED BY THE REPACKAGER AND A
PEDI GREE SHALL BE PROVI DED THAT REFERENCES THE PEDI GREE OF THE ORI G NAL
PACKACGE OR PACKACGES PROVI DED BY THE MANUFACTURER.

4. A PEDI GREE SHALL TRACK EACH PRESCRI PTI ON DRUG AT THE SMALLEST PACK-
AGE OR | MVEDI ATE CONTAI NER DI STRI BUTED BY THE MANUFACTURER, RECEI VED AND
DI STRI BUTED BY THE WHOLESALER OR REPACKAGER, AND RECEI VED BY THE PHARVA-
CY OR ANOTHER PERSON FURN SHI NG ~ ADM NI STERI NG~ OR DI SPENSI NG THE
PRESCRI PTI ON DRUG. FOR PURPCSES OF THI S SECTION, "SMALLEST PACKAGE OR
| MVEDI ATE ~ CONTAI NER" OF A PRESCRIPTION DRUG SHALL | NCLUDE ANY
PRESCRI PTI ON DRUG PACKAGE OR CONTAI NER MADE AVAI LABLE TO A REPACKAGER,
VWHOLESALER, PHARMACY, OR OTHER ENTITY FOR REPACKAG NG OR REDI STRI BUTI ON,
AS WELL AS THE SMALLEST UNIT MADE BY THE MANUFACTURER FOR SALE TO THE
PHARVMACY OR OTHER PERSON FURNI SHI NG ADM NI STERI NG, OR DI SPENSI NG THE
DRUG.

5. ANY RETURN OF A PRESCRI PTI ON DRUG TO A WHOLESALER OR MANUFACTURER
SHALL BE DOCUMENTED ON THE SAME PEDIGREE AS THE TRANSACTI ON THAT
RESULTED | N THE RECEI PT OF THE PRESCRI PTI ON DRUG BY THE PARTY RETURNI NG
I T.
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6. THE FOLLOW NG TRANSACTI ONS ARE EXEMPT FROM THE PEDI GREE REQUI RE-
MENTS CREATED BY THI S SECTI ON:

A. AN | NTRACOWPANY SALE OR TRANSFER OF A PRESCRI PTI ON DRUG FOR
PURPOSES OF THI S SECTI ON, "1 NTRACOMPANY SALE OR TRANSFER' MEANS ANY
TRANSACTI ON FOR ANY VALI D BUSI NESS PURPOSE BETWEEN A DI VI SI ON, SUBSI D-
I ARY, PARENT, OR AFFI LI ATED OR RELATED COMPANY UNDER THE COVMON OWNER-
SHI P AND CONTROL OF THE SAME CORPORATE OR LEGAL ENTITY.

B. PRESCRI PTION DRUGS RECEIVED BY THE STATE OR A LOCAL GOVERNMENT
ENTI TY FROM A DEPARTMENT OR AGENCY OF THE FEDERAL GOVERNMENT OR AN AGENT
OF THE FEDERAL GOVERNMENT  SPECI FI CALLY  AUTHORI ZED TO  DELI VER
PRESCRI PTI ON DRUGS TO THE STATE OR LOCAL GOVERNMENT ENTI TY.

C. THE PROVI SION OF SAMPLES OF PRESCRI PTI ON DRUGS BY A MANUFACTURER' S
EMPLOYEE TO AN AUTHORI ZED PRESCRI BER, PROVI DED THE SAMPLES ARE DI SPENSED
W THOUT CHARGE ONLY TO A PATI ENT OF THE PRESCRI BER.

D. (1) A SALE, TRADE, OR TRANSFER OF A RADI OACTI VE DRUG BETWEEN ANY
TWO ENTI TI ES LI CENSED BY THE DEPARTMENT OF HEALTH OR THE FEDERAL NUCLEAR
REGULATORY COWM SSI ON.

(1) THE EXEMPTION IN THI S PARAGRAPH SHALL REMAIN I N EFFECT UNLESS THE
DEPARTMENT DETERM NES THAT THE RI SK OF COUNTERFEI TI NG OR DI VERSI ON OF A
RADI OACTI VE DRUG IS SUFFI CI ENT TO REQUI RE A PEDI GREE, | N WH CH EVENT THE
EXEMPTI ON I N TH S PARAGRAPH SHALL BECOVE | NOPERATI VE AS PROVIDED IN A
REGULATI ON PROMULGATED BY THE DEPARTMENT.

E. THE SALE, TRADE, OR TRANSFER OF A DANGEROUS DRUG THAT | S LABELED BY
THE MANUFACTURER AS "FOR VETERI NARY USE ONLY".

F. THE SALE, TRADE, OR TRANSFER OF COWRESSED MEDI CAL GAS. FOR
PURPOSES OF THI S SECTI ON, " COWPRESSED MEDI CAL GAS" MEANS ANY SUBSTANCE
IN TS GASEQUS OR CRYOGEN C LI QUI D FORM THAT MEETS MEDI CAL PURI TY STAND-
ARDS AND HAS APPLI CATION I N A MEDI CAL OR HOVECARE ENVI RONVMVENT, | NCLUD-
NG BUT NOT LIMTED TO, OXYGEN AND NI TROUS OKXI DE.

G THE SALE, TRADE, OR TRANSFER OF SOLUTIONS. FOR PURPCSES OF THI'S
SECTI ON, " SOLUTI ONS" MEANS ANY OF THE FOLLOW NG

(1) THOSE | NTRAVENOUS PRODUCTS THAT, BY THEIR FORMULATION, ARE
| NTENDED FOR THE REPLENI SHVENT OF FLUI DS AND ELECTROLYTES, SUCH AS SODI -
UM CHLORI DE, AND POTASSI UM AND CALORIES, SUCH AS DEXTROSE AND AM NO
ACI DS, OR BOTH.

(1'l) THOSE | NTRAVENOUS PRODUCTS USED TO MAI NTAIN THE EQUI LI BRI UM OF
WATER AND M NERALS I N THE BCDY, SUCH AS DI ALYSI S SOLUTI ONS.

(1'1'l') PRODUCTS THAT ARE | NTENDED FOR | RRI GATI ON OR RECONSTI TUTI ON, AS
WELL AS STERILE WATER, WHETHER | NTENDED FOR THOSE PURPOSES OR FOR
I NJECTI ON.

H PRESCRI PTI ON DRUGS THAT ARE PLACED IN A SEALED PACKAGE WTH A
MEDI CAL DEVICE OR MEDI CAL SUPPLI ES AT THE PO NT OF FI RST SHI PMENT | NTO
COMVERCE BY THE MANUFACTURER AND THE PACKAGE REMAINS SEALED UNTIL THE
DRUG AND DeEVICE ARE USED, PROVIDED THAT THE PACKAGE IS ONLY USED FOR
SURG CAL PURPGCSES.

. A PRODUCT THAT MEETS ElI THER OF THE FOLLOW NG CRI TERI A:

(1) A PRODUCT COVPRI SED OF TWO OR MORE REGULATED COVPONENTS, SUCH AS A
DRUG DEVI CE, BI OLOG C/ DEVI CE, OR DRUG DEVI CE/ BI OLOG C, THAT ARE PHYS-
| CALLY, CHEM CALLY, OR OIHERW SE COMBI NED OR M XED AND PRODUCED AS A
SI NGLE ENTI TY.

(1) TWD OR MORE SEPARATE PRODUCTS PACKAGED TOGETHER I N A SI NGLE PACK-
AGE OR AS A UNIT AND COVPRI SED OF DRUG AND DEVI CE PRODUCTS OR DEVI CE AND
Bl OLOQd CAL PRODUCTS.

7. I'F A MANUFACTURER, VWHOLESALER, OR PHARVACY HAS REASONABLE CAUSE TO
BELI EVE THAT A PRESCRI PTI ON DRUG I'N, OR HAVI NG BEEN I N, | TS POSSESSI ON
'S COUNTERFEIT OR THE SUBJECT OF A FRAUDULENT TRANSACTI ON, THE MANUFAC-
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TURE, WHOLESALER, OR PHARMVACY SHALL NOTI FY THE DEPARTMENT W THI N SEVEN-
TY- TWO HOURS OF OBTAI NI NG SUCH KNOALEDGE. THI'S SUBDI VI SI ON  SHALL APPLY
TO ANY PRESCRI PTI ON DRUG THAT HAS BEEN SCOLD OR DI STRI BUTED I N OR THROUGH
TH S STATE.

8. EVERY PEDI GREE SHALL BE NMAI NTAI NED FOR A PERI GD OF THREE YEARS OR A
REASONABLE PERIOD OF TI ME AS DETERM NED BY THE COW SSI ONER, AND SHALL
BE MADE AVAI LABLE FOR | NSPECTI ON, UPON REASONABLE NOTI CE, BY THE DEPART-
IVENT.

9. A A PEDI GREE SHALL BE MAI NTAI NED | N AN ELECTRONI C PEDI GREE TRACK-
ING OR ALTERNATIVE SYSTEM DETERM NED BY THE DEPARTMENT TO BE FEASI BLE.
I N DETERM NI NG WHETHER AN ELECTRONI C PEDI GREE TRACKI NG OR ALTERNATI VE
SYSTEM | S FEASI BLE, THE DEPARTMENT SHALL CONSI DER WHETHER SUCH SYSTEM OR
FORMAT | S

(1) READI LY AVAI LABLE W TH RESPECT TO ALL PRESCRI PTI ON DRUGS,

(1'') IN A STANDARDI ZED NON- PROPRI ETARY DATA FORMAT AND ARCHI TECTURE,
AND W DELY AVAI LABLE TO MANUFACTURERS, WHOLESALERS AND PHARVACIES SO
THAT THE SYSTEM OR FORVAT IS CAPABLE OF BEI NG USED BY MANUFACTURERS,
VWHOLESALERS AND PHARVACI ES FROM SALE BY THE MANUFACTURER THROUGH ACQUI -
SITTON BY OR TRANSFER TO A WHOLESALER, MANUFACTURER OR PHARMACY UNTI L
FI NAL SALE OR TRANSFER TO A PHARMACY OR OTHER PERSON FURNI SHI NG ~ ADM N-
| STERI NG OR DI SPENSI NG THE PRESCRI PTI ON DRUG AND

(1'1'1') CONSI STENT AND COVPATI BLE W TH FEDERAL REQUI REMENTS FOR AN ELEC
TRONI C PEDI GREE TRACKI NG OR ALTERNATI VE SYSTEM AND A STANDARDI ZED NUMER-
| CAL | DENTI FI ER.

B. THE PROVISIONS OF TH S SECTI ON SHALL BECOME OPERATI VE ON JANUARY
FI RST, TWO THOUSAND SI XTEEN, WH CH SHALL BE THE PEDI GREE EFFECTI VE DATE;
PROVI DED, HOWNEVER, |F AN ELECTRONI C PEDI GREE TRACKING OR ALTERNATI VE
SYSTEM |S NOTI' FEASI BLE BY THE PEDI GREE EFFECTI VE DATE, THE DEPARTMENT
SHALL | SSUE ONE- YEAR EXTENSI ONS OF THE PEDI GREE EFFECTI VE DATE UNTI L THE
DEPARTMENT DETERM NES SUCH SYSTEM TO BE FEASI BLE.

10. A COMMENCI NG ON JULY FI RST, TWO THOUSAND SI XTEEN, A WHOLESALER OR
OTHER PERSON FURNI SHI NG A PRESCRI PTI ON DRUG SHALL NOT (I) SELL, TRANS-
FER, DI STRIBUTE, OR DELIVER A PRESCRI PTI ON DRUG W THOUT PROVI DI NG A
PEDI GREE, OR (I11) ACQUI RE A PRESCRI PTI ON DRUG W THOUT RECEI VING A PEDI -
GREE. | F AN ELECTRONI C PEDI GREE TRACKI NG OR ALTERNATI VE SYSTEM | S NOT
FEASI BLE BY THE PEDI GREE EFFECTI VE DATE, THE DEPARTMENT MAY EXTEND THE
DATE UPON WH CH THE PROVI SI ONS OF TH S PARAGRAPH SHALL BECOVE OPERATI VE
AS | T SHALL DETERM NE I N I TS DI SCRETI ON.

B. COMMENCI NG ON JULY FI RST, TWO THOUSAND SEVENTEEN, A PHARVACY OR
OTHER PERSON FURNI SHI NG OR DI SPENSI NG A PRESCRI PTI ON DRUG SHALL NOT (1)
SELL, TRANSFER, DI STRI BUTE, OR DELIVER A PRESCRI PTION DRUG W THOUT
PROVIDING A PEDIGREE, OR (Il) ACQU RE A PRESCRI PTI ON DRUG W THOUT
RECEI VI NG A PEDI GREE. | F AN ELECTRONI C PEDI GREE TRACKI NG OR ALTERNATI VE
SYSTEM |S NOI' FEASI BLE BY THE PEDI GREE EFFECTI VE DATE, THE DEPARTMENT
MAY EXTEND THE DATE UPON VWH CH THE PROVI SIONS OF THI S PARAGRAPH SHALL
BECOVE OPERATIVE AS | T SHALL DETERM NE I N | TS DI SCRETI ON.

11. A (I) UPON THE EFFECTI VE DATE OF FEDERAL LEG SLATI ON OR ADOCPTI ON
OF A FEDERAL REGULATI ON GOVERNI NG THE FORM OR CONTENT OF PEDI GREE OR THE
STANDARDS AND TECHNOLOG ES FOR THE | DENTI FI CATI ON, VALI DATI ON,  TRACKI NG
AND TRACI NG AND AUTHENTI CATI ON FOR PRESCRI PTI ON DRUGS, THE PROVI SI ONS OF
TH'S SECTION THAT ARE | NCONSI STENT W TH SUCH FEDERAL LEGQ SLATI ON OR
FEDERAL REGULATI ON SHALL BECOVE | NOPERATI VE.

(I'l') WTH N NI NETY DAYS OF THE ENACTMENT OF FEDERAL LEQ SLATION OR
ADOPTION OF A FEDERAL REGULATION THAT IS | NCONSISTENT WTH THE
PROVI SIONS OF THI' S SECTI ON AS PROVI DED | N SUBPARAGRAPH (1) OF THI S PARA-
GRAPH, THE DEPARTMENT SHALL PUBLI SH A NOTI CE STATI NG WHI CH PROVI SI ONS OF
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THI S SECTI ON ARE | NOPERATI VE. THE DEPARTMENT SHALL HAVE THE AUTHORI TY TO
ADOPT EMERGENCY REGULATIONS AS | T DEEMS NECESSARY IN | TS DETERM NATI ON
TO REFLECT THE | NOPERATI ON OF ANY PROVI SI ON OF THI' S SECTI ON AS PROVI DED
IN THI S PARAGRAPH.

B. (1) IF THE FEDERAL FOOD AND DRUG ADM NI STRATI ON ENACTS ANY RULE OR
STANDARD OR TAKES ANY OTHER ACTION THAT IS |NCONSISTENT WTH ANY
PROVISION OF TH'S SECTI ON GOVERNI NG THE FORM OR CONTENT OF PEDI GREE OR
THE STANDARDS AND TECHNOLOG ES FOR THE | DENTI FI CATI ON, VALI DATI ON,
TRACKING AND TRACI NG, AND AUTHENTI CATI ON FOR PRESCRI PTI ON DRUGS, SUCH
PROVI SION OF THI S SECTI ON SHALL BE DEEMED | NOPERATI VE.

(I'l') WTH N NI NETY DAYS OF THE FEDERAL FOOD AND DRUG ADM NI STRATI ON
ENACTI NG ANY RULE OR STANDARD OR TAKI NG ANY OTHER ACTI ON THAT | S | NCOM
SI STENT W TH THE PROVI SIONS OF THI S SECTI ON AS PROVI DED I N SUBPARAGRAPH
(1) OF TH S PARAGRAPH, THE DEPARTMENT SHALL PUBLI SH A NOTI CE STATI NG
VH CH PROVI SI ONS OF THI S SECTI ON ARE | NOPERATI VE. THE DEPARTMENT SHALL
HAVE THE AUTHORI TY TO ADOPT EMERGENCY REGULATI ONS AS | T DEEMS NECESSARY
IN | TS DETERM NATI ON TO REFLECT THE | NOPERATI ON OF ANY PROVI SION OF THI S
SECTI ON AS PROVI DED I N THI S PARAGRAPH.

12. A ALL UNITS OF PRESCRI PTION DRUGS I N THE POSSESSI ON OF A WHOLE-
SALER OR PHARMACY FOR WH CH THE MANUFACTURER DOES NOT HOLD LEGAL TITLE
ON THE PEDI GREE EFFECTI VE DATE SHALL NOT BE SUBJECT TO THE PED GREE
REQUI REMENTS SET FORTH IN THI' S SECTI ON; PROVI DED, HOWMEVER, | F ANY SUCH
UNI TS OF PRESCRI PTI ON DRUGS ARE SUBSEQUENTLY RETURNED TO THE MANUFACTUR-
ER, THEY SHALL BE SUBJECT TO THE PEDI GREE REQUI REMENTS | F THE MANUFAC-
TURER DI STRI BUTES SUCH UNI TS I N THI S STATE.

B. ALL UNITS OF PRESCRI PTI ON DRUGS I N THE POSSESSI ON OF A MANUFACTURER
FOR WH CH THE MANUFACTURER DOES NOT HOLD LEGAL TI TLE ON THE PEDI GREE
EFFECTI VE DATE SHALL NOT BE SUBJECT TO THE PEDI GREE REQUI REMENTS SET
FORTH I N THI S SECTI ON.

13. ANY PERSON VWHO VI OLATES ANY PROVI SION OF THI S SECTI ON SHALL BE
SUBJECT TO A FI NE OF NOT MORE THAN TWDO THOUSAND DOLLARS PER VI OLATI ON.
IN ADDI TION, ANY PRESCRIPTION DRUG DI STRI BUTED, TRANSFERRED, ADM NI S-
TERED, FURNI SHED, OR DI SPENSED I N VI OLATION OF THIS SECTION SHALL BE
CONTRABAND AND SUBJECT TO SEI ZURE ElI THER BY THE DEPARTMENT, THE STATE
BOARD OF PHARMACY OR ANY LAW ENFORCEMENT OFFI CER OF THE STATE.

S 7. 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
disseninated a false advertisenent; OR (D) VICOLATI NG ANY PROVI SI ON OF
SECTION SIXTY-EIGHT HUNDRED TEN-A OF TH'S ARTICLE, wthout being
conpelled to allege or prove that an adequate renedy at | aw does not
exi st.

S 8. This act shall take effect on the one hundred eightieth day after
it shall have becone a |aw. The departnent of education shall promrul gate
rul es and regul ations, issue forms and take any other action necessary
to i nplenent the provisions of this act on or before the pedigree effec-
tive date, as provided in paragraph b of subdivision 9 of section 6810-b
of the education |law, as added by section six of this act.



