Partnership for
DSCSA Governance

Advancing Collaborative, Timely Implementation

of DSCSA Interoperability

Episode 3: Verification



Webinar Series (Register at https://dscsagovernance.org/blueprint/)
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The Partnership for DSCSA Governance (PDG)

PDG is a collaborative forum and FDA public-private partnership
dedicated to developing, advancing, and sustaining an effective and
efficient model for interoperable tracing and verification of prescription
pharmaceuticals in the U.S.

www.DSCSAgovernance.org
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Foundational Blueprint for 2023 Interoperability

Chapter 3: DSCSA TI/TS Exchange Functional Design

February 2, 2023

Version 1.0
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Key Terminology

Interoperable Verification the
DSCSA 2023 requirement that
trading partners be able to verify a
product identifier on a package or
sealed homogenous case in a
secure, electronic, interoperable
manner.

Direct-to-Source Verification is the
process by which a product
identifier is verified against
commissioning-level data generated
and maintained by the
manufacturer or repackager.

Direct-to-Replicate Verification is
the process by which a product
identifier is verified against a
replicate of the commissioning-level
data generated by and received
from the manufacturer or
repackager of the product.

VRS is the verification router
service, an existing method of
performing direct-to-source
verification developed by an
industry work group facilitated by
the Healthcare Distribution Alliance
(HDA)

Interoperable Verification

PDG Blueprint

Verification of the product identifier is largely
accomplished through existing systems and
processes documented and enhanced in the
Blueprint.

Why It Matters: Efficient interoperable systems
enable the prompt verification of large volumes
of product identifiers to (i) support efficient
investigations and (ii) comply with saleable
return requirements while keeping good
product moving.

Five Things to Know

The d and
reference the verification router service (VRS)
g and design

Direct-to-replicate is an appropriate method of
verification when the product was purchased
directly from the manufacturer/repackager and
other conditions defined in the Blueprint are met.

A verification response must incorporate and
reflect the known current status of the product
identifier being verified (e.g., if the product is
known ta be recalled).

While known statuses must be incorporated,
there is no obligation for trading partners to
v exch I

ges (beyond than

:‘Ilmse requ’ired by law).

Verification requests should include contract
information to enable the parties to communicate
outside of synchronous systems.

print



275+ Work Group More than 10,000 Input from every
sessions member man hours sector and FDA

Super-majority
approval of General
Membership,
iIncluding majority
within every sector

Review and
consensus in the
Interoperability
Committee
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Product Identifier Verification
Verification vS. Systems



“(28) VERIFICATION OR VERIFY.—The term ‘verification’ or
‘verify’ means determining whether the product identifier
affixed to, or imprinted upon, a package or homogeneous case
corresponds to the standardized numerical identifier or lot
number and expiration date assigned to the product by the
manufacturer or the repackager, as applicable in accordance
with section 582.

Partnership for
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Manufacturers, “upon receiving a request for verification from an
authorized repackager, wholesale distributor, or dispenser that 1s in
possession or control of a product such person believes to be manufactured
by such manufacturer, a manufacturer shall, not later than 24 hours after
recerving the request for verification or 1n other such reasonable time as
determined by the Secretary, based on the circumstances of the request,
notify the person making the request whether the product identifier,
including the standardized numerical 1dentifier, that 1s the subject of the
request corresponds to the product identifier affixed or imprinted by the
manufacturer.”
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Beginning November 27, 2023, the following interoperable, electronic

systems and processes are required under 582(g)(1)(C):

* “Systems and processes for verification of product at the package level,
including the standardized numerical identifier, shall be required in
accordance with the standards established under the guidance 1ssued
pursuant to [the DSCSA].”
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Key Terminology for this Chapter

» Interoperable Verification: The DSCSA 2023 requirement that trading partners be able to verify
a product identifier on a package or sealed homogenous case in a secure, electronic,
interoperable manner.

» Direct-to-Source Verification: Is the process by which a product identifier is verified against
commissioning-level data generated and maintained by the manufacturer or re-packager.

« Direct-to-Replicate Verification: Is the process by which a product identifier is verified against a
replicate of the commissioning-level data generated by and received from the manufacturer or re-
packager of the product.

* VRS: Is the verification router service, an existing method of performing direct-to-source
verification developed by an industry work group facilitated by the Healthcare Distribution Alliance
(HDA).
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Within the PDG-defined Enhanced Drug Distribution Security
System (EDDS) network, Pl Verifications are executed as
either a Pl Verification Request and Response interaction

between Requester and Responder or by using TI/TS records
received directly from the Manufacturer or Re-packager (in

certain circumstances).

15



Direct-to-Source

7 S

l
A \
00111 ‘
01001
‘_\'-‘Y ﬂ\l
IS

1 .,
» -i“ Product Flow > % Product Flow > % Product Flow %ﬁ/ El Product Flow . Wy
S o - | 3 B t}

Manufacturer
Wholesaler

Wholesaler D|spenser Patients

Partnership for
DSCSA Governance




Direct-to-Replicate
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Direct-to-Replicate

Appropriate only when all of the following conditions are met:

1. The trading partner performing the verification purchased the package directly
from the manufacturer/repackager.

2. The trading partner performing the verification uses commissioning-level data
provided directly by the manufacturer/repackager.

3. The trading partner performing the verification does so only for product in their
ownership and possession.

4. The verification is not for investigation of a suspect/illegitimate product nor for
exceptions processing.

5. The trading partner performing the verification and the manufacturer/repackager
utilize processes to exchange known SN statuses.

Partners hip for
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Tl Exchange Methods

PDG-Defined EDDS Network
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Interoperable Verification: Serial Number Statuses

y

Verification
must reflect

known status
of the sGTIN

Necessarily
known:

* Expired

* Recalled

* Subject to a 3911

May be known
or unknown:

 Damaged
* Destroyed
« Consumed




PDG-Initiated Enhancements to Pl Verification

» Confirmation of ATP status

« Attestation to possession or control
* Request Contact Information

. Request Types

Saleable Return
Suspect/lllegitimate
Requester contact information
Exceptions Processing

Other Status Check

Partners hip for
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I llust rative P I Direct to Replicate Verification
Verification

Choreographies Manutachre —

Repackager / Direct Wholesaler
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Note:
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Direct to Source Verification

Illustrative PI
Verification
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| Using Verifiable Credentials for Pl Verification Interactions
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Pl Verification Interactions with Digital Credentials and Transition Period

cation
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Questions?




More

Information

For additional information and to join:
Visit www.DSCSAgovernance.orq
Email admin@members.dscsagovernance.orq
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