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Pedigree Messaging Standard

Post-Ratification Activities
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Parhcnpants

*Accenture

*Acsis

<Ahold USA

*Alcon Labs

*Amerisource Bergen Corp.
Axway

*BEA Systems BMS
*Boeing

-Cardinal Health

-Cerfidia

-Cognizant Technology
Solutions

<DHL, DHL Express
-Gedas Deutschliand GmbH

*Glaxo Smith Kline
-GlobeRanger
‘HDMA

*Hewlett Packard

-High Tech Aid

*ITRI

«Japan Telecom Co., Ltd.
eJohnson & Johnson,

*Mallinckrodt/Tyco Healthcare

McKesson
*NCR
*NEC Corporation

-Novartis Pharmaceuticals Corp.

P&G

14

*Philips Corporation
*Polaris Networks
-Raining Data Corporation
*rfXcel Corp.

*Savi Technology

*Stora Enso NBI
*SupplyScape
*ThingMagic Inc.
-TIBCO Software

*Track IT RFID Solutions
*Tyco Healthcare

-UPS SCS

*Unisys

-Verify Brand, Inc.
*VeriSign

Walgreen Co

*Wipro
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What is pedigree?

A pedigree is a documented history of the chain of custody and/or the financial ownership of a
prescription drug. Specific legislative requirements vary from state to state, but in general there
are two types of information contained on the pedigree:

Static information about the drug - name, dosage strength, expiration date, lot #, efc.

. — The previous history of the drug - business name, date of transaction, receiving person, etc.

i

Pedigree legislation implies that distributors and retailers will be required to maintain an
association between the pedigree document and the physical product.

balifornia Pedigree laws prohibits a DC or pharmacy from acquiring, selling, trading, or
transferring a drug in that state without the accompanying pedigree. Failure to comply
could result in administrative fines, revocation of license and/or criminal prosecution.

15
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Pedigree Format Requirements

Support for one pedigree for each individual item

= Support for a collection of items sharing the same product information
(same NDC, different Lots, same chain of custody) expressed on the
same pedigree

« Pedigrees for both serialized and non-serialized items

- Representation of pedigrées in a portable format that can be transmitted
electronically or via media

— Exchange using existing business transfer mechanisms (e.g., EDI VAN, EDI INT AS2,
FTP, SOAP, etc.)

17




Pedigree Creation Requirements

Pedigree initiated by manufacturer

» Pedigree initiated by wholesaler
— With transaction information for the first wholesale distribution

—  With authentication attgchment to facilitate authentication by
downstream trading partners (e.g., EDI ASN)

« Pedigree initiated by repacker for a repackaged product

- Pedigree initiated by a subsequent trading partner
— From received pedigree for next sale, transfer, or return

— From alternate representation of pedigree (e.g., scanned paper pedigree,
PDF, X.12 documents, elc.)

. EPCglobal &




— Product information, transaction information, recipient information, distributor
information, and digital signatures

— Item information to describe the specific non-serialized or serialized products in the
transaction

— ldentifying information about the envelope (to, from, date, etc.)

— Optional information about the relationship of pedigrees to items in cases to facilitate
product-to-pedigree matching

— Pedigrees for the products in the shipment

19




Core Pedigree Elements

Documentinfo "iContalns an ldenttﬂer for the pedtgre : document ;

Productinfo

: fDetatted mformatlon about the produot that lS the subject of the pedigree; such as
1 product name, strength dosage form etc - ; ~'

lteminfo

b kfytdentn‘nes the physxcal |tem(s) assomatedfwﬁh a pedlgree by iot number explratton date
: quantlty of umts and 1tem senal numbers : ‘ ,

Transactionlnfo

- k tm‘onnation about a transachon in whtch ownershx ,
| chain partner to. another lncludmg mformaﬂon about the sender, recuplent busmess and:ré ,

ofthe ttem passes from one supply

alternate shlppmg addresses transactlon |dentlﬂer and transactzon date.

Receivinginfo

| Includés information about the receipt of items associated with a pedigree. -

‘Signature

; ;[Expresses dtgltal sugnature for sh!ppmg y ,
~about the dlgltal signature, atgonthms use ,,.propert!es of the certificate, properttes of theif‘
",jicertlflcate 1ssuer and the message digest D AL ;

d receiving oertlﬂcatlons lncludes mformatton,”

20




Core Pedigree Elements

ShippedPedigree

1 Layer of a.pe; gree that represents an outbound pedlgree transactlon ThlS layer is
’sxgned before |t is sent : : t e

ReceivedPedigree

| Layer Of apedlgree th‘at~represents‘ an inbound pedigree transaction.

1

InitialPedigree

SE Q Contams the |mt|a( pedrgree product mformatxon Can rnotude transactlon and
ol attachment lnformatron if pedrgree is |n|trated by wholesaler. ,

. ';Thls element is also used to represent the conversion of a pedigree in another form toé‘*';'
| this pedigree format, such as a scanned or alternate representatlon of a pedlgree that
' '4,represents the pnor Charn of Custody for the product : - :

RepackagedPedigree

Contams the lmtral pedlgre ‘ nfor atzon,ffor a repackaged product before" 'e;"rst

EPCglobaigif
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Review of Pedigree Standard
Features Supported




Return

Repackager

1

'

‘{:tholesa‘ler

Manufacturer




The basic components of a pedigree are shown in the
following figure. The components in an actual pedigree
depend on the specific business situation in which it is
used (e.g., pedigree initiated by manufacturer, pedigree

initiated by wholesaler, pedigree for repackaged item,
etc.).

EPCglobal ®




pedigree

recelvedPedlgree id="ReceivedPed-2"
documentinfo

pedigree

shippedPedigree id="ShippedPed-2"
documentinfo :

pedigree

receivedPedigree Id= ”RecetvedPed 17
documentinfo

pedigree

shippedPedigree |d= "Sh[ppedPed -1”

docmentinfo

initialPedigree
serialNumber:
productinfo
iteminfo

iteminfo

transactioninfo
senderinfo
recipientinfo. :
transactionidentifier . -

s:gnaturelnfo L :
Signature (Manuf Signs: ShlppedPed -1)

receivinglnfo
signaturelnfo

Signature (Wholesaler Signs: RecelvedPed -1)

ltem!nfo

transactioninfo
senderinfo
recipientinfo
fransactionldentifier

sngnaturelnfo

S!gnature (Wholesaler Signs: Sh;ppedPed 2)

recelvmglm‘o
signatureinfo

Signature (Retailer Signs: ReceivedPed-2)




ree Col pcnents for
)ecific Business S
non-n

A pedigree and data components within the pedigree may take
one of several forms depending on the context of how the
pedigree was created or received (e.g., manufacturer initiated
pedigree, wholesaler initiated pedigree, pedigree for repackaged
item, conversion of alternate pedigree, etc.). The table below
provides a non exhaustive list of use cases and the

corresponding form a pedigree component may take for each of
these use cases.

EPCglobal -




Sample Pedigree Forms

ped|gree ; Sl e R e
recewedPedlgree ld RecexvedPed 1 e
| documentinfo o i
 serialNumber
~ version :
gpedigree L g o i e
i shlppedPedrgree ]d ShlppedPed 1 i
' docmenﬂnfo ‘ - :
senalNumber’ L
version
mltlalPedlgree, :
serlaINumbe
productlnfa
: :temlnfo
iteminfo
transactioninfo
: senderlhfé R
recnplent fo e f e
. transactj nldentlfier e

Signed manufacturer
pedigree

(initiated by manufacturer, after
the wholesale distribution,
signed by both manufacturer
and wholesaler) |

L SIQnaturelnfoq e
‘ _Signature (Manuf Slgns Sh:ppedPed 1)
: recelvmglnfo
| . signaturelnfo . -
‘:'f'i'*:‘Slgnature (Wholesaler ngns Recelve" Ped 1)

EPCgIbbal‘%‘
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Pedigree with return
transaction

(initiated by manufacturer,
received and signed inbound
by wholesaler, return
transaction applied by ]
wholesaler for manufacturer -
return and signed outbound,
received and signed inbound
by manufacturer)

pedlgree :

recelvedPedlgreg i

id= “RecelvedRetumP“ -2

Sample Pedigree F|

pkedlgree

L [sh

1 P.e{d

‘ documentlnfo

‘ j pedlgree
' shlppedPedlgree ld "ShlppedPed 1”
docmentlnfo :
mltlalPedlgree S
~ serialNumber .
productlnfo
| iteminfo
:', iteminfo -
transactlonlnfo' ’
. senderinfo
recnpiéhtlnfo
i t(anséi':,tlonld

SIgnaturelnfo i

- _ Signature (l’\/lanmc Signs: ShlppedPed 1) 1
receivmglnfo . :
. signaturelnfo

, Slgnature (Wholesaler Slgn ; RecelvedPed 1)

fj}ltemlnfo - :

1o :'transactlonlnfo :

' senderinfo
rectplentlnfo
transact:onldentlfler

: sagnaturelnfc

‘Signature (Wholesaler Slgns ShlppedRotumPed 2)

recelvmg!nfo
srgnaturelnfo

_ Signature (l\/lanuf Slgns RecelvedReturnPed-2)




Partial Receipt of Products
against Pedigree

The partial receipt of product

Sample Pedigree Forms

pedlgree

“docmentinfo

sluppedPedigree Id ShlppedPed 1"

& mmaIPedlgree :

ltem!nfo ;

|temlnf0 i
fot

transactsonlnf
" senderinfo

First receipt for 75

" sngnaturelnfo

quantxty (Qty shxpped 100)

: recnplentlnfo : :
transact:on!dentlf’er

Second receipt for 25

‘Signature (Manuf. ngns ShlppedPed 1)

against pedigree is described for a
sale from a manufacturer to a
whoiesaler, when the manufacturer
initiates the pedigree. The
wholesaler receives the products
in two partial shipments and
updates each partial receipt
against the original pedigree,
resulting in a new received
pedigree for each partial receipt.

pedlgree
recewedPedxgre id=
- documentinfo
ped:gree ; i

quantlty (Qty shipped 100
transactlonlnfo ERER ;
senderlnfo

} rec:plentlnfo :

. 5 transactlonldent!ﬁer

51gnaturelnfo 2 . . SR :
- Signature: (Manuf Signs: thppedPed 1); A

recelvmg!nfo
dateRec vedw
‘lteminfo S
et
quantlty (Qty recewed 75)
: stgnature!nfo =

" Signhature (Who!esalerb&gns RecelvedPed 1a) I e

pedlgree

i recexvedPedlgree Id= ’ReoewndPed 1"
/|7~ dociimentinfo ; .
pedxgree E
shxppedPed:gree ld "ShlppedPed~1
" docmentinfo
lmtta[Pedlgree_‘ e
" serialNumber "
~productinfo.
iteminfo
iteminfo -
S ot
k quantity (Qty sh;pped 100)
transactlonlnfo;
senderinfo
recxplentlnfo
. transactlonldentlf fer.

- s:gnature!nfo I
Slgnature (Manuf. Signs: ShlppedPed~1)f ey
e recervmglnfo L
dateRecewed S
-iteminfo
lot
quantity (Qty recexved 25)
signaturelnfo

- Signature (Wholesaler Signs: RccexvadPed -1b)




Sample Pedigree Forms

pedlgree N
G shlppedPedlgree id= “ShlppedPed 2

| documentinfo »
pedigree i o :
o shlppedPedlgree Id= ”ShlppedPed 1” T

Pedigree Flow for a Manufacturer-
initiated Drop Ship

docment!nfo

: g A lmtlalPed_lg‘ree :

- The pedigree flow is described for a drop serialNumber
ship transaction brokered by wholesaler, . productinfo. .-
where pharmacy purchases the product fro Citemifife. s
the wholesaler, but the manufacturer ships terinfo. i
the product directly to the pharmacy. in this trénsactionlnfo CiEe
scenario, the manufacturer initiates the start senderlnfo

of the drop ship pedigree documenting the
sales transaction from the manufacturer to
the wholesaler with the shipping informatio
indicating the direct shipment to the

remplentlnfo (w! shlp:'m "Addrdafsj‘é’.j:ﬂ' | '
transactuonldentlfle ’ e

: s:gnatureinfo

pharmacy. The wholesaier_adds only ?he " Signature. (Manuf Slgns ShlppedPedi) Sl
second part of the drop ship transaction to- » : e
et . ; transact:onlnfo ; :
the pedigree documenting the sales dartn
transaction from the wholesaler to the -Sendsrinio
recxpxenﬂnfo

pharmacy.
iransactzonldentuﬂer

S sngnaturelnfo B ~
~ Signature (Wholesa!er Signs: ShlppedPed-?_)
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Scenario 1: This scenario depicts the pedigree flow for the sale of a serialized product from a
manufacturer to a wholesaler, when the manufacturer initiates the pedigree. The wholesaler then sells
and ships one of the product items to a pharmacy DC.

Not Applicable

Not Applicable "\
_in California

Scenario 4: The pedigree flow is described for a sale from a repacker to a wholesaler, where the
repacker initiates the pedigree for a repackaged item. The repack pedigree contains the pedigree for the
source product used to create the repack products

Scenario 5: This scenario depicts the kitting of several products and the subsequent sale from a kit
manufacturer to a wholesaler.

Scenario 6: This scenario depicts the partial receipt of product for sale from a manufacturer to a
wholesaler, when the manufacturer initiates the pedigree. It then includes another transaction from one
wholesaler to ancther, which depicts the receipt of a pedigree without signing the pedigree on inbound -
receipt. The pedigree is subsequently signed on the next outbound transaction to the retail pharmacy.

i3 scanart aN-5e 18
et !
e gree. i selis
§
E e 4 calor
o furns the Saiel
e T o

o :"'Dh

—d




Pedigree Track Scenarios

The following are “Track” Scenarios and are not supported by the current
Pedigree standard.

\ *Scenario 8: This scenario depicts the ability for a company to identify the location of all the units of a
warticular NDC/lot or a particular EPC at downstream trading partners that they have sold product to in
=/ order to support faster recalls.

*Scenario 9: This scenario depicts the ability for a company to see the aggregate inventory levels and
product movement of all of a particular NDC/lot at downstream trading partners that they have sold
product to in order to support more effective forecasting & replenishment.

B

EPCglobal
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Review Follow-up

Unit Dose Serialization
Partial Shipments
Drop Shipments
Signature and Certification of in-bound shipments

Return of saleable product to Mfgr by Whlsr and later resold by Mfg.
Pedigree status for intra-company transfers into CA.

Voided Pedigrees

© N o gk W N

Inference
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nore information on
3@@ igree Messaging Sta ndard

Planned Web Seminars:

— April 16 at  9:00 am Eastern
— April 24 at 11:00 am Eastern
— May 9at 2:00 pm Eastern
— May 15 at 2:00 pm Eastern

To register for a Web Seminar, please contact|
| Bob Celeste at:
rceleste@epcglobalna.org |













Physical Marking Carrier:
(RFID, 2D Barcode,
Linear Barcode)

Product
Serialization

Product ldentification (EPC)




*Pedigree: The document, electronic or paper, which

communicates the custody history for a particular
medication.

>‘Serialization: A unique number assigned and

: affixed to a particular unit of item. Used to identify the
particular bottle.

-EPC: Electronic Product Code — A globally and
multi-industry acceptable identifier standardized by
EPCglobal used to serialize items in many supply

chains around the world.

- g-RFID: The technology that can carry an EPC. Made

up of a tag (computer chip), antennae#
41
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The Future of Pedigree

Continued use of the Pedigree Messaging Standard

@

Investigating the use of the EPCglobal Network
architecture to provide “Pedigree on Demand”

Track and Trace Data
Passing keys to pre-existing data

s

Document Based Pedigree

=g through H

Fassing

A

" OH;

UllPedigrae.

Hatwark
[

Manufacturer

Mariufacturer Wholesaler " Repackager " Retaller

42






