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An independent, sector-neutral governance body, and an 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

Partnership for DSCSA Governance



Learning Objectives

1. List the core compliance requirements of the DSCSA. 
2. Discuss the applicability of the small business dispenser 

exemption established by FDA on DSCSA implementation. 
3. Describe the current state of DSCSA implementation across the 

industry. 
4. Identify remaining actions needed to achieve full compliance.



Source: Partnership for Safe Medicines (https://www.safemedicines.org/)

*This presentation contains product names and images for educational purposes only. It 
is not meant to be an endorsement or advertisement of any particular product or 
product categories.

https://www.safemedicines.org/


1. Know your source.
2. Have, follow, and exercise SOPs to identify and 

respond to suspicious products. 
3. Work with your suppliers to establish electronic 

record keeping practices. 
4. Be prepared to support regulator- and industry-led 

investigations of suspicious products. 



DSCSA: 
5 Letters in 
5 Minutes
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Key Requirements of the DSCSA

Entities must only work 
with “Authorized 
Trading Partners”

Entities must pass, 
capture, and maintain 

certain information 
with respect to each 
product transaction. 

Entities must have  
processes to 

investigate, verify, and 
respond to suspect and 

illegitimate products. 

Entities must only sell 
and purchase 

product that is 
serialized



TI/TS Data Exchange Requirements Apply To Every 

Transaction of a Product



Accept

Only accept 
prescription drugs that 
are accompanied by 
three pieces of product 
tracing documentation –
transaction 
information, 
transaction history*, 
and transaction 
statement.

Generate and 
Provide

Generate and provide all 
product tracing 
documentation with the 
transaction if you sell a 
prescription drug to a 
trading partner.

Store

Store the product 
tracing documentation 
you receive in paper or 
electronic format for six 
years.

Respond

Respond to a request for 
information by providing 
the requested TI within 
24 hours.

*Transaction history sunsets on November 27, 2023. 

Specific Dispenser 
Requirements
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10,000 – 20,000 
times as many 

DSCSA instances 
recorded

Today

2023/2024



Stabilization Period

• Nov. 27, 2023 – Nov. 26, 2024

• Affords the necessary flexibility to maintain patient 
access to medicines while taking necessary actions 
to mature and stabilize systems and processes

• Not a delay of the compliance date



Small Dispenser Enforcement Discretion

• Nov. 27, 2024 – Nov. 26, 2026
• Only exempts serialized data exchange, 

verification, and tracing
• Applies if the dispenser (corporate entity) 

has 25 or fewer full-time employees 
licensed as pharmacists or qualified as 
pharmacy technicians

• Exemption is automatic, but trading partner 
notice recommended 

• Suppliers proceeding as is 



Waivers, Exceptions, and Exemptions (WEEs)

• Other than small dispenser, “The agency is not extending the stabilization period 
beyond November 27, 2024.”

• Trading partners that are unable to meet the enhanced drug distribution security 
requirements by November 27, 2024, may request a waiver or exemption from 
those requirements 

• Although requests can be submitted at any time, FDA recommends trading 
partners submit a waiver or an exemption request by August 1, 2024



PDG-FDA Joint Public Meeting: DSCSA 
Stabilization Period Midway Checkpoint 

• The Public Meeting in June 2024 highlighted a critical distinction between the 
Stabilization Period and stabilization activities. 

• Managing expected imperfection is a key to success.

• The Public Meeting provided a landscape of the current demographics of industry 
readiness. 

• The Public Meeting developed cross-stakeholder understanding of what it means for 
interoperable systems and processes to be stabilized. 

• Collaboration and communication are essential to stabilization. 



PDG-FDA Stakeholder Listening 
Sessions

• Dispenser and wholesaler sessions in Sept. 

• Highlighted important role of stabilization period.

• Systems and processes are generally established. 

• Data challenges remain and create access and 
public health risks.

• Stakeholders urged FDA to establish an exemption 
that will ensure patient access and maintain 
public health while technologies and data quality 
improve.



FDA-Initiated Exemptions

• Applies to any product transacted by eligible trading partners.

• Eligible trading partners are trading partners who have successfully completed 
or made documented efforts to complete data connections with their immediate 
trading partners, but still face challenges exchanging data.

• Exemption applies automatically if the ATP chooses to avail itself to it. 

• The duration of the exemption varies depending on the eligible trading partners: 
o Manufacturers and Repackagers: May 27, 2025

o Wholesale Distributors: August 27, 2025

o Dispensers with 26 or more full-time employees: November 27, 2025

Full exemption available at: https://www.fda.gov/media/182584/download?attachment 

https://www.fda.gov/media/182584/download?attachment


Supply Chain-Wide Enforcement Discretion 
Nov 27, 2023 to Nov 27, 2024

Small Business Dispenser Exemption
Nov 27, 2024 to Nov 27, 2026

Exemption for "Eligible" Non-Small Dispensers
Nov 27, 2024 to Nov 27, 2025

Exemption for "Eligible" Wholesalers
Nov 27, 2024 to Aug 27, 2025

Exemption for "Eligible" Mfrs
Nov 27, 2024 to May 27, 2025



To scan or not to scan? 

Graphic created by PDG



Saleable Return Restrictions

FDCA 582(g)(1)(F). 



Resources



https://www.fda.gov/drugs/drug-supply-chain-security-act-dscsa/drug-supply-chain-security-act-law-and-policies 

https://www.fda.gov/drugs/drug-supply-chain-security-act-dscsa/drug-supply-chain-security-act-law-and-policies


https://dscsa.pharmacy/



www.DSCSAgovernance.org/blueprint



1. Know your source.
2. Have, follow, and exercise SOPs to identify and 

respond to suspicious products. 
3. Work with your suppliers to establish electronic 

record keeping practices. 
4. Be prepared to support regulator- and industry-led 

investigations of suspicious products. 



• Hopefully your pharmacy is already abiding by current DSCSA 
requirements and is well-prepared for unit-level data exchange. 

• If not, the best time to start is now. Make sure you: 
• Are transacting with Authorized Trading Partners.
• Are passing, capturing, and maintaining TI, TS, and TH.
• Have suspect product investigation processes. 
• Engage your suppliers quickly to develop a plan for serialized data 

management. 

Action Items 



Questions?

For additional information and to join:

Visit www.DSCSAgovernance.org

Email Eric.Marshall@LeavittPartners.com 

http://www.dscsagovernance.org/
mailto:Eric.Marshall@leavittpartners.com


Background Information



Problems the DSCSA aims to solve

Threats to 
drug 

security and 
patient 
safety 

Prevalence 
of stolen 

drug 
product 

Little 
coordination 

between 
states to 
ensure 

security

Grey market 
and drug 
shortage 

risks



The DSCSA

• The Drug Supply Chain Security 
Act (DSCSA) was signed into 
law by President Obama on 
November 27, 2013. 

• The bill aimed to create a 
single, uniform, and national 
response to drug supply chain 
safety concerns. 

• The Food and Drug 
Administration has 
implemented the law in multiple 
stages. The final compliance 
stage goes active on November 
27, 2023. 



Prevalence 
of stolen 

drug 
product 

Little 
coordination 

between 
states to 
ensure 

security

Grey market 
and drug 
shortage 

risks

Who is covered?

Manufacturers Repackagers Wholesale 
Distributors

Dispensers

Note: An individual entity can operate in more than one capacity. 



• Prescription drugs in finished dosage 
form intended for human use. 

• Does not include: 
• Blood or blood components for 

transfusion
• Radioactive drugs or biologics 
• Imaging drugs 
• Intravenous product for hydration and 

replenishment 
• Medical gas
• Homeopathic drugs 
• Compounded drugs

What is covered? 

Product

• The transfer of product between 
persons in which a change of 
ownership occurs

• Does not include: 
• Intra-company or intra-health-system 

transfers
• Dispensing 
• Product sample transfers 
• Sale, purchase, or trade to or from 

charitable  organizations 
• Other product types and activities

Transaction



Key Requirements of the DSCSA

Entities must only work 
with “Authorized 
Trading Partners”

Entities must pass, 
capture, and maintain 

certain information 
with respect to each 
product transaction. 

Entities must have  
processes to 

investigate, verify, and 
respond to suspect and 

illegitimate products. 

Entities must only sell 
and purchase 

product that is 
serialized



How to determine ATP status

Manufacturer or 
Repackager registered 

with the FDA.

Check the licensing of 
wholesale distributors 

and third-party 
logistics providers 

through the respective 
state or Federal 

authority. 

Check the 
licensing of 
pharmacies
through the 

respective state 
authority. 



Transaction Information (TI)

Core Interoperability Data Elements

Data elements that are key to the transaction and 

interoperability and therefore MUST be standardized.

Elements:

1. NDC / GTIN

2. Serial Number

3. Lot Number

4. Expiration Date

• GLN

5. Date of Transaction

6. Date of Shipment

7. Number of Containers

Contextual Data Elements

Data elements that are provided to add context based on 

and tied to a core interoperability data element 

Elements: 

8. Drug Name

9. Strength

10. Dosage Form

11. Container Size

12. Proprietary Business Name

13. Business Address



• A statement in paper or 
electronic form, including the 
transaction information for 
each prior transaction going 
back to the manufacturer of 
the product. 

• SUNSETS ON NOVEMBER 27, 
2023

Further Data Required by 
DSCSA

Transaction History (TH)
• A statement, in paper or electronic form, that 

the entity transferring ownership in a 
transaction:

• is authorized as required under the DSCSA;
• received the product from a person that is 

authorized as required under the DSCSA;
• received TI and a TS from the prior owner of the 

product, as required by the DSCSA;
• did not knowingly ship a suspect or illegitimate 

product;
• had systems and processes in place to comply 

with verification requirements of the DSCSA;
• did not knowingly provide false TI; and
• did not knowingly alter the TH. 

Transaction Statement (TS)



Source: https://www.fda.gov/media/101406/download

New Product Identifier (PI) Requirements



Suspect Product Investigations



Reason to believe:

• Potentially counterfeit, diverted, or 
stolen;

• Potentially intentionally adulterated;

• Potentially the subject of a fraudulent 
transaction; or

• Appears otherwise unfit for distribution 
such that the product would result in 

serious adverse health consequences 
or death to humans. 

“Suspect Product”
Credible evidence that:

• Counterfeit, diverted, or stolen;

• Intentionally adulterated;

• The subject of a fraudulent transaction; or

• Appears otherwise unfit for distribution 
such that the product would result in 
serious adverse health consequences or 
death to humans. 

“Illegitimate Product”



Detect/Identify Suspect 
Product Quarantine the Product

Investigate
•Coordinate with the manufacturer
•Validate TH and TI
•Maintain investigation records for 
six years

•If not illegitimate, must notify HHS 
Secretary.

If Illegitimate
•Notify the Secretary and all 
immediate trading partners with 24 
hours.

•Dispose
•Retain Sample

Suspect Product Investigation Process



• Examples of Suspect Product
• Product that left the U.S. 

pharmaceutical distribution 
supply chain

• Product that is labeled for sale 
in a non-U.S. market

• Any packaging of a product 
that has been taken or 
removed without the 
permission of the owner

FDA Suspect Product 
Guidance



• Factors in Assessing Product
•Purchasing from a new source 
•Product that is generally in high 
demand in the U.S. market.
•Product offered at a price that is 
“too good to be true.”
•Product that has been previously or 
is currently being counterfeited or 
diverted.
•Appearance of a transport container 
seems questionable (e.g., 
misspellings).
•Package exhibits unusual or 
excessive adhesive residue.
•Package is missing information, 
such as the lot number or the 
expiration date.



How to Report Illegitimate 
Product



FDA Form 3911

• Trading partners should provide 
information about the:

• person or entity initiating the 
notification;

• product determined to be 
illegitimate that is the subject of 
the notification to FDA; and

• description of the circumstances 
surrounding the event that 
prompted the notification.

• Use this link to access the 3911 
form: https://www.fda.gov/drugs/drug-
supply-chain-security-act-dscsa/notify-
fda-illegitimate-products  



Graphic created by PDG

TI Exchange Methods



Graphic created by PDG

Misalignment Exception Processing



When is PI Verification 
Required?

Suspect 
Product 

Investigations

Saleable 
Returns

Key Consideration: When is Verification Helpful? Heightened scrutiny 
in higher-risk situations.



Graphic created by PDG

Initiating a Tracing Request



Graphic created by PDG

Responding to a Tracing 
Request
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