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Webinar Series (Register at https://dscsagovernance.org/blueprint/)

•Webinar Episode 1: DSCSA Overview, Interoperability, & the Role of ATPs
• February 23, 1:00 – 2:00pm ET
• Register HERE.

•Webinar Episode 2: TI/TS Exchange
• March 1, 1:00 – 2:00pm ET
• Register HERE.

•Webinar Episode 3: Verification
• March 9, 1:00 – 2:00pm ET
• Register HERE.

•Webinar Episode 4: Tracing
• March 16, 1:00 – 2:00pm ET
• Register HERE.

•Webinar Episode 5: Credentialing
• March 23, 1:00 – 2:00pm ET
• Register HERE.

https://leavittpartners.zoom.us/meeting/register/tJAocemoqD4jH9Owp8eR7jVzkBFHiNqwcZV7?utm_campaign=LPCA%20Alliances&utm_medium=email&_hsmi=2&_hsenc=p2ANqtz-8aSjAsd5FuZ_MWuUrfymhuuw2jeLuMw1KHXLdwWnPsgu_kAMM0PJz_k8XluPEZKLUZ00W3rUb8TFrnVhGq1qbkW4Y3EV5-KRNA-81qBmCHW_UguHc&utm_content=2&utm_source=hs_email
https://leavittpartners.zoom.us/meeting/register/tJYpceqorTgjHdbI8nasiaaN1J3evh9vYXLI?utm_campaign=LPCA%20Alliances&utm_medium=email&_hsmi=2&_hsenc=p2ANqtz-_2a1IdmJ-dKHrZRa2hno3Y2YIY4P_2T8QC20Hcmc6AVQh2YPsWtnkubzoxnc7Lsu8sdumqBiCFb0I7V7J4-CwTYJHlR_6SHxUIqP4EMbK2tQ76QC0&utm_content=2&utm_source=hs_email
https://leavittpartners.zoom.us/meeting/register/tJAvc-6sqzsrH9KEJSCB3uPb14Jitk5vPZGf?utm_campaign=LPCA%20Alliances&utm_medium=email&_hsmi=2&_hsenc=p2ANqtz-_Eko6RGC8uniECXjt3uV0jtgkegXnQ69BiRMlvM-Awo2qG7WqyP30KKR4GXtkSE-4eGOslr_Jp7oQOrGGhkNoIjup0u7XS0fiZBTx_lCKVroCOgz0&utm_content=2&utm_source=hs_email
https://leavittpartners.zoom.us/meeting/register/tJAqf-yprzkpH9GK2XYN-EBaa1AA7HrW2YGL?utm_campaign=LPCA%20Alliances&utm_medium=email&_hsmi=2&_hsenc=p2ANqtz-_KsUQPvnA3K8jlX75eh1uuK-WNDSWIl_tJCgjL7YHUxc9Qa-H2LdbZlGfPLMxBjGju8mCKuR-9zque1X3OCBPol5DJHHCpINJm3u2rGmF9QftGi7I&utm_content=2&utm_source=hs_email
https://leavittpartners.zoom.us/meeting/register/tJItc-6pqTIjH9CHd5UZotfWGyTwPHylQhFy?utm_campaign=LPCA%20Alliances&utm_medium=email&_hsmi=2&_hsenc=p2ANqtz-9KE8z0WJ5AlvJtJ3eKrKuDIkH3OJSzzpU5X76BBSSpqi3oeoZxayXDzLYxWTpJuxNDZ6JXMaWQwd_bU46WUHlMf_APLxmbraar4EZDg3GUgAVUeyE&utm_content=2&utm_source=hs_email
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Today’s Speakers

Senthil Rajaratnam
Director, Serialization and UDI 

Eli Lilly 

Bob Celeste,
Founder

Center for Supply Chain Studies
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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

http://www.dscsagovernance.org/
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Membership
Accenture ● Advasur, LLC ● American Pharmacists Association (APhA) ● AmerisourceBergen ● Apotex Corp. ● Association for 
Accessible Medicines (AAM) ● AstraZeneca ● Bayer U.S., LLC ● Be4ward Ltd ● Biocon Pharma ● Blue Link ERP ● Bristol Myers 
Squibb ● Cardinal Health ● Cleveland Clinic ● ConsortiEX, Inc. ● CVS Health ● DirectTrust ● Eli Lilly and Company ● Emergent 
BioSolutions, LLC ● Endo Pharmaceuticals ● Eversana Life Science Services, LLC ● Excellis Health Solutions ● E2E 
VISIBILITY, Inc. ● Gateway Checker ● Geisinger Health ● Genentech ● Gilead Sciences, Inc. ● GS1 US (Liaison Member) ● Harmony 
Biosciences Holdings, Inc. ● Healthcare Distribution Alliance (HDA) ● Hercules Pharmaceuticals, Inc. ● InfiniTrak, LLC Inmar, Inc. ●
International Warehouse Logistics Association (IWLA) ● Johnson & Johnson Services, Inc. ● Kaiser Permanente ● LedgerDomain ●
Legisym, LLC ● LSPediA Inc. ● McKesson Corporation ● Medline Industries ● Meijer Pharmacy ● Movilitas Consulting, LLC ● National 
Association of Boards of Pharmacy (NABP) National Community Pharmacists Association (NCPA) ● National Council for Prescription 
Drug Programs (NCPDP) (Liaison Member) ● Navitas Life Sciences ● Novo Nordisk, Inc. ● Optel Group ● OrderInsite, LLC ● Pfizer, Inc.●
Pharmaceutical Research and Manufacturers of America (PhRMA) ● Providence Health Technologies, LLC ● rfxcel Corporation ●
Sanofi ● SAP SE ● Second Generation LTD ● SerialLab ● Spherity ● Systech TraceLink Inc. ● TrackTraceRx ● Two Labs ● UNC Health●
Upsher-Smith Laboratories, LLC ● Uptown Pharmacy ● Vantage Solutions ● VeV Scientific, Inc ● Walgreen Co. ● Walmart Inc. ●
XATP
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www.DSCSAgovernance.org/blueprint
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275+ Work Group 
sessions

More than 10,000 
member man hours 

Input from every 
sector and FDA

Consensus in WG
Review and 

consensus in the 
Interoperability 

Committee

Super-majority 
approval of General 

Membership, 
including majority 
within every sector 
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Chapter 3: TI/TS 
Exchange Functional 

Design
Published February 2023

Chapter 1: Compliance and Business Requirements
Published July 2021

Chapter 2: Functional Design for Interoperability 
Published February 2023

Chapter 6: Credentialing and User Authentication 
Functional Design

Forthcoming

Chapter 4: PI Verification 
Functional Design

Published February 2023

Chapter 5: Tracing Functional 
Design

Published February 2023
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Key Terminology for this Chapter 
• Interoperable Tracing: The DSCSA 2023 requirement that trading partners maintain secure, 

electronic, interoperable systems and processes to provide TI and TS in response to a valid 
request and promptly facilitate gathering the information necessary to produce the TI for each 
transaction going back to the manufacturer.

• TI Request Messages: These provide interoperable information about the requester, the 
products being traced, the circumstance of the trace, and the kind of information requested to be 
returned.

• TI Response Messages: These provide interoperable information about the responder, the 
products traced, and trace endpoints associated with known buyers and sellers for the requester 
to use in the trace.

• Trace Endpoints: Are the endpoint where TI request and response messages can be submitted, 
such as an email address or an OpenAPI or DIDComm endpoint.
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Interoperable Unit Level Tracing 
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Interoperable Unit Level Tracing 

. . . 
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Interoperable Unit Level Tracing Timeline 
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Interoperable Tracing Foundations 

Blueprint Ch. 1 

• Who can trace for what 
purposes

• What information can be 
requested

• How fast is tracing 
performed 

Functional Design

• General request-response 
model 

• Request-response message 
protocol

• Role of credentialing  



14

Interoperable Tracing Model

Initiating 
Entity 

(ATP or Regulator)

ATP 1 ATP 2 ATP 3 ATP 4

Standardized 
request/response 

messaging protocol to 
enable interoperability 
company-by-company 

automation, as desired. 

Company-by-company 
process to review 

request and determine 
how to respond. 
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Importance of Endpoints

Each trading partner (ATP and ATP-Equivalent) shall exchange their 
preferred trace method and trace endpoint where TI Request messages 
can be submitted. 

Initially during the proof-of-concept or proof-of technology phase(s), it is 
thought that email addresses will be used as trace endpoints to 
exchange standardized TI Request and TI Response messages. 

As the trace ecosystem enters the production phase, the PDG-defined 
EDDS network will move to OpenAPI or DIDComm to exchange 
messages securely and privately. 
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High Level 
Tracing Request 
Message 
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High Level 
Tracing 
Response 
Message 
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Detailed 
Protocol 
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Data Attributes 



20

JSON Option
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The 
Implementation 
Roadmap 
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How will the data be 
sent to the 
requester?

Who will be 
responsible for 

ensuring the data is 
received by the 

requester?

How do you ensure 
speed? What is the 

backup? 

How will the data be 
packaged?

Who will be 
responsible for 

packaging the data?

How do you ensure 
speed? What is the 

backup? 

What will the data 
gathering process be? 

How does this vary 
based on whether your 
data is in-house, with a 
solution provider, or in a 
wholesaler repository? 

Who will be responsible 
for gathering the data?

How do you ensure 
speed? What is the 

backup?

Who will be 
responsible 

for/involved in 
determining 
whether to 
respond?

How do you 
ensure speed? 

What is the 
backup? 

Responding to a Tracing Request

Receive a 
Request

Vet the 
Request

Decide 
Whether to 
Respond

Gather Data 
Internally

Prepare Data 
for Sending

Securely Send 
Data to 

Requester

How will the legitimacy 
of the requester be 

validated?

How will legitimacy of 
the reason for the 

request be validated? 

Who must be involved 
in verifying legitimacy?

How do you ensure 
speed? What is the 

backup?

How/where will the 
request be received?

Who will receive the 
request?

Who is responsible 
for initiating the 

internal process?

How do you ensure 
speed? What is the 

backup? 

To what extent do internal business, legal compliance, and data security teams need to be involved in each step?
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What checks will 
be in place to 

receive the correct 
information was 

received?

Who will be 
responsible for 

providing 
information to 

required parties?

How will the 
requested information 

be received?

Who will be 
responsible for 
receiving the 
information?

How will the 
information from each 

ATP be compiled? 

Who will be 
responsible for 
communicating 

and 
coordinating with 
requested entities 

throughout the 
process?

How will 
requesting entities 

verify their 
identity?

What information 
needs to be 
provided to 

requested entities 
to prove identity?

Initiating a Tracing Request

Suspect, 
Illegitimate, or 
Recall Product

Send Request 
to Required 

Entities
Prove Identity

Communicate 
with Requested 

Entities

Receive 
Requested 
Information

Verify Correct 
Information 

was Received

How will requests 
be sent to ATPs?

Who will be 
responsible for 

sending requests?

How will tracing fit 
into investigation 

processes?

Who will be 
responsible for 

determining 
whether and when 

tracing should 
be initiated?

To what extent do internal business, legal compliance, and data security teams need to be involved in each step?
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Call for Pilots 
and 
Demonstrations 
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Webinar Series (Register at https://dscsagovernance.org/blueprint/) 

•Webinar Episode 1: DSCSA Overview, Interoperability, & the Role of ATPs
• February 23, 1:00 – 2:00pm ET
• Register HERE.

•Webinar Episode 2: TI/TS Exchange
• March 1, 1:00 – 2:00pm ET
• Register HERE.

•Webinar Episode 3: Verification
• March 9, 1:00 – 2:00pm ET
• Register HERE.

•Webinar Episode 4: Tracing
• March 16, 1:00 – 2:00pm ET
• Register HERE.

•Webinar Episode 5: Credentialing
• March 23, 1:00 – 2:00pm ET
• Register HERE.

https://leavittpartners.zoom.us/meeting/register/tJAocemoqD4jH9Owp8eR7jVzkBFHiNqwcZV7?utm_campaign=LPCA%20Alliances&utm_medium=email&_hsmi=2&_hsenc=p2ANqtz-8aSjAsd5FuZ_MWuUrfymhuuw2jeLuMw1KHXLdwWnPsgu_kAMM0PJz_k8XluPEZKLUZ00W3rUb8TFrnVhGq1qbkW4Y3EV5-KRNA-81qBmCHW_UguHc&utm_content=2&utm_source=hs_email
https://leavittpartners.zoom.us/meeting/register/tJYpceqorTgjHdbI8nasiaaN1J3evh9vYXLI?utm_campaign=LPCA%20Alliances&utm_medium=email&_hsmi=2&_hsenc=p2ANqtz-_2a1IdmJ-dKHrZRa2hno3Y2YIY4P_2T8QC20Hcmc6AVQh2YPsWtnkubzoxnc7Lsu8sdumqBiCFb0I7V7J4-CwTYJHlR_6SHxUIqP4EMbK2tQ76QC0&utm_content=2&utm_source=hs_email
https://leavittpartners.zoom.us/meeting/register/tJAvc-6sqzsrH9KEJSCB3uPb14Jitk5vPZGf?utm_campaign=LPCA%20Alliances&utm_medium=email&_hsmi=2&_hsenc=p2ANqtz-_Eko6RGC8uniECXjt3uV0jtgkegXnQ69BiRMlvM-Awo2qG7WqyP30KKR4GXtkSE-4eGOslr_Jp7oQOrGGhkNoIjup0u7XS0fiZBTx_lCKVroCOgz0&utm_content=2&utm_source=hs_email
https://leavittpartners.zoom.us/meeting/register/tJAqf-yprzkpH9GK2XYN-EBaa1AA7HrW2YGL?utm_campaign=LPCA%20Alliances&utm_medium=email&_hsmi=2&_hsenc=p2ANqtz-_KsUQPvnA3K8jlX75eh1uuK-WNDSWIl_tJCgjL7YHUxc9Qa-H2LdbZlGfPLMxBjGju8mCKuR-9zque1X3OCBPol5DJHHCpINJm3u2rGmF9QftGi7I&utm_content=2&utm_source=hs_email
https://leavittpartners.zoom.us/meeting/register/tJItc-6pqTIjH9CHd5UZotfWGyTwPHylQhFy?utm_campaign=LPCA%20Alliances&utm_medium=email&_hsmi=2&_hsenc=p2ANqtz-9KE8z0WJ5AlvJtJ3eKrKuDIkH3OJSzzpU5X76BBSSpqi3oeoZxayXDzLYxWTpJuxNDZ6JXMaWQwd_bU46WUHlMf_APLxmbraar4EZDg3GUgAVUeyE&utm_content=2&utm_source=hs_email


26

Questions? 



More 
Information 

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

http://www.dscsagovernance.org/
mailto:admin@members.dscsagovernance.org
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