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Today’s Agenda & Speakers

• DSCSA Requirements

• Dispenser Warning Letter

• Authorized Trading Partners (ATPs)

• DSCSA Credentials & ATP Confirmation

• “Evidence of Review”

• Action Plan + Q&A
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Abha Kundi is an attorney, but she is not your attorney! For advice specific to your organization, 
please consult your own legal counsel or contact Abha to discuss a formal engagement.



“It ain’t what you don’t know 
that gets you into trouble.

It’s what you know for sure 
that just ain’t so.” 

* Attributed



Domain Requirements Statutes
Authorized Trading 
Partners (ATPs)

Authorized trading partners must hold valid licenses, comply with applicable 
licensure reporting requirements, and only engage in transactions (and certain 
interactions) with other authorized entities.

§581(2)(A), §582(a)(3), 
see also verification 
and tracing sections

Data Exchange Securely, electronically, and interoperably exchange transaction information 
and statements, including unique identifiers for each package.

§582(d)(1)(A), 
§582(g)(1)

Product Verification Be able to verify the product identifier in the event of saleable return 
processing, suspect & illegitimate product investigations, or other 
circumstances.

§582(b)(4)

Tracing & 
Investigations

Promptly investigate suspect products, verify their authenticity, notify the FDA 
and immediate trading partners as applicable, and request traceability 
information from trading partners as applicable.

Be ready to respond to tracing requests from any ATP or federal/state 
regulator while preserving confidential commercial information and trade 
secrets.

582(b)(4), §582(g)

Data Retention Maintain records of transaction information, history, statements, and suspect 
product investigations for at least six years.

582(d)(1)(A)(iii), 
582(d)(4)

LAW

GUIDANCES

BLUEPRINT

DSCSA Regulatory Requirements
Rolling deadlines for supply chain through Nov. 2026



Direct Trading 
Partners

Indirect Trading
Partners

YOU ● Mandatory for direct trading 
partner transactions

● Critical for tracing & 
investigations (“confidentiality”)

● Best practice for verification, 
required by some manufacturers

OCI-compliant ATP Credentials the only PDG-recognized 
method to prove ATP status over interoperable networks

Authorized Trading Partner (ATP) Confirmation
Foundational prerequisite, now underpinning “all electronic” systems



Case Study: FDA’s First DSCSA 483 for a Dispenser

• FDA cited a Texas med spa for failing to transact only with 
ATPs and for using product (Botox) lacking a required product 
identifier

• FDA cross-checked manufacturer shipments, purchase 
records, treatment logs, lot documentation, and physical 
evidence

• Pharmacies should:

○ Tighten supplier controls

○ Strengthen product traceability

○ Be ready for data-driven enforcement

Baseline obligations including ATP confirmation are enforceable now; 
be ready with proof of review!



ATP Confirmation and You

• Checking state and federal licensure 
should be performed at least annually

• “Owner” HQ vs. “ship-to/from” both 
important

• Locations often shift over time

• “Specific patient need” exempts data 
but not ATP checks

• Checks can’t be performed in a 
vacuum; you need evidence of review

• Is your spreadsheet dusty?

Excel spreadsheets and paper files lack proof of review;
a cohesive, auditable system of record is your “green flag”



Digital credentials now support leading drug companies, wholesalers, pharmacy chains, health systems, 
and regulatory authorities to confidently exchange verifiable data across multiple networks

Today’s Credentialed Pharma Supply Chain

Credential ecosystem now covers top pharma through to 13,000 pharmacies and 
more every day… supporting authoritative, automatically synced master data



DSCSA Checklist & Gaps



How Do We Demonstrate Our Compliance?



How Do We Demonstrate Our Compliance?

       Organizations

● Legal Name
● Organization Address
● Organization Type
● DBA
● Entity GLN
● DUNS Number
● Custom Fields

Contacts

● First Name
● Last Name
● Email Address
● Secondary Email(s)
● Phone
● Contact Type
● Custom Fields

Locations

● Name
● Address
● Primary GLN
● Additional GLNs
● DEA Number
● WAC vs. 340B
● Custom Fields

Licenses

● Licensing Gov’t
● License Type
● License / FEI Number
● Custom Fields



2026 Action Plan & Q&A
● For all but the smallest trading partners, key 

requirements of the DSCSA are already in place

● Compliance means having a complete set of 
policies, following them faithfully, and building a 
documentation trail

● Credentials close the gaps and the Address 
Book makes auditable ATP confirmation quick, 
easy, and sustainable

● Getting a credential often takes less than 15 
minutes and serves as your passport to the 
enhanced drug distribution security network

For more information, look us up at HDA!


