Courini=]t Pigifefs
Worlkirie) to Ennzlglee RElERsE=

AUGUSEEE 2008
PilnEey Zdfennology Conjaraples

Security ferptheiPrueibistribution Supply Chain

BT ESCHHBIDIUG “Pedigrees” (PDMA)

) Sitziia |ziyys —

S PEIGIEESHuIAVHBIESalerdistributions
oUtSIdENemalldistribution channe!

sncreasediregirementsiowhelesale drug
clisifioiors

RO ERAVIN — FDA fo cavalog
o standardidentifierSHepIEsepLon drugs
¢ StandardsifortiackinuiRxaditgidistibution

What isia “pedigree™?

FERD=RAL = DDA

Alstaterenthietaautherzedidistributors (non-
ADRSINTISHETOVHENONERITChaser that identifies
eachprieRSalENe it EtHbItieeithe prescription drug
U Corrimonly ezllzd 2t gaeljejpat
o PEdIgrEEEpRuSEdNEederal [aw,
o DrugimanufaciifersianurABRS neireqiiredito
ProVidelpEdIUleEs
SIPNIES) =
¢ different pedigree defifilieE I ISEMEICOTCERL:
¢ Pedigrees fordistributieHsIeNiSIdERENeHal
distributio




Federal PV AWSIState Pedigree Law.

PRIVIA STATIE

Heefjejraas raejuirze jor Bedigrees for wholesale
\Wialsszle disributons by distributionsioutside the
NGFADRS normal distributionichannel

ADBRSicandistinue ABREHELSE!ldIigs outside the
drugs tejethierWholesalers th2 normzd distrigutienenggEl

& otherpurchasers must orovids gaejejraigaieliple}
with no requirementie Rrovite SRIESHOIGHIEIWHBIESAIErS & ADRS
pedigree.

EDA ACI 2001

EDAAmancdmariis Act of 2007

> SlandarusEnuNGen iy eiective technologies to
SecireEsipRpIVACHEfegRast counterfeit drugs

> Standardizeamumencanaentifier by March 2010
SV antfectirerstapplyiat packageior pallet

S SUfficiEnorRdeEntificatipeatiacki& trace

> StandardsiteraddressIemisiuiecinelegies
€.0. REID) nanetechnelouyaeiE/pLioen, and
othertrack andiraceloisaihENHEEL o
technologies

EederallPedigree;lLegislation

»  BlyerVateseiNiscussion Draft 2008
U nterinn until Traeid sl e
S Dryg Venuizaeturar ozedineg s
S o tynes of gadigrass
D eI CHESEN G an ufacturer
—  Standzrd j.2.ull padiegras
D EISE=OPEdIgree fnehrequired by,
DA
U Diel s gtigf) of sieies gacdicrags GIFf
¢ Rxdiugstrack s trace
+ Std identifieroemal MIyENA Efp20 16
»  WholesalersstartifigpmyaZeie
*  Pharmacies & eiedISHENSErSHyA Uy 2017




StatetPedigree’ Laws

» SZAStAlESERPEUIEIEENEWS
»: 2008 S2PEUIGIEENNISHIVIAT NY- and PA

»: Differenistiateranuacies:
o CA=Electoniciack andifEte
o Vanufactiurers proiciavitisstuN Dy dan 2016
—\WilolSsE=UEiS TAT by July 2018
— Pharmacies/pliainiecy; warehouses LYy 2017,
* L — electronic pEUIGIEES

Dizine Dzipyey, B D5 N) D)
Diraecior Puslic Hel{ey
NAGCDS
efelzipay@nzicds.org







