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Objectives

www.fda.gov

• Traceability implementation
• Current
• 2023

• Program updates
• Other news
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Drug Compliance & Enforcement

Priorities

Quality Safety 
Initiatives

Data Integrity 
Assurance

Opioids

Compounding

Supply Chain 
Integrity

Unapproved 
Drugs
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Overview of the DSCSA

Drug Quality 
and Security 

Act

Title I: The 
Compounding 

Quality Act

Title II: Drug 
Supply Chain 
Security Act

Product 
Tracing

WDD and 3PL 
Licensing and 

Standards

• 581 – Definitions
• 582 – Requirements 

(product tracing, product 
identification, verification)

• 583 – Standards for 
licensure of wholesale 
distributors

• 584 – Standards for 
licensure of third-party 
logistics providers (3PLs)

• 585 – Uniform national 
policy

Title II: Drug Supply Chain Security Act (DSCSA) adds new sections 
in the Federal Food, Drug and Cosmetic Act (FD&C Act)
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DSCSA goals  

1.  Implement an interoperable, electronic tracing of 
products at the package level by 2023 that will:

Enable secure 
tracing of 

product at the 
package level

Use product 
identifiers to 

verify product 
at the package 

level

Enable prompt 
response to 
suspect and 
illegitimate 

products when 
found

Improve 
efficiency of 

recalls

www.fda.gov

2. Establish national standards for licensure for wholesale 
distributors and third-party logistics providers.
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The DSCSA Path

Licensure 
standards for 3PLs 

and WDDs

3PL and 
WDD 

reporting to 
FDA 

2014-2015

Product tracing,
Verification

and
Authorized

trading 
partners

2015

Product 
identification 
(serialization) 

2017-2018

Product 
verification   

(down to    
package           

level) 
2019+

Electronic, 
interoperable 

system 
(product tracing 

down to   
package level) 

2023
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Authorized Trading 
Partners

Verification

Product Tracing Product 
Identification 
(Serialization)

DSCSA

www.fda.gov

Key Requirements*

*The requirements under section 582 of the FD&C Act apply to manufacturers, 
repackagers, wholesale distributors, and dispensers (pharmacies).
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Where are we now? 
Authorized trading partners

• Draft Guidance: Identifying trading partners

• Tools:  

– Drug Establishment Current Registration Site (DECRS) – Mfger/Repkger

– Wholesale distributor/3PL database

www.fda.gov

Next WDD/3PL 
reporting period:  
January 1 – March 31



10

Authorized Trading 
Partners

Verification

Product Tracing Product 
Identification 
(Serialization)

DSCSA

www.fda.gov

Key Requirements*

*The requirements under section 582 of the FD&C Act apply to manufacturers, 
repackagers, wholesale distributors, and dispensers (pharmacies).
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Where are we now?
Product tracing

• Product tracing information

– Comprehensive?

– Accurate?

– Electronic (from manufacturer)

• Draft Guidance: Standards

– How to exchange product tracing information (2014)

– Data and documentation (2018)

www.fda.gov
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Draft Guidance:  Standardization of data and 
documentation practices for product tracing (Mar. 2018)

• Recommends how to standardize the data contained in product 
tracing information (TI, TH, TS)

• Describes data elements that should be included in product 
tracing information, including situations where it is permitted by 
law for certain data to be omitted

• Dispenser to dispenser sales to fulfill a specific patient need

• Drop shipments to a dispenser

• Grandfathered product

• Use of third-party agreements



13

Authorized Trading 
Partners

Verification

Product Tracing Product 
Identification 
(Serialization)

DSCSA

www.fda.gov

Key Requirements*

*The requirements under section 582 of the FD&C Act apply to manufacturers, 
repackagers, wholesale distributors, and dispensers (pharmacies).
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Suspect prescription drugs to determine if illegitimate
Quarantine and 

Investigate

--Must include validating applicable transaction information 
and transaction history

--Starting 2019/2020: Verify lot number and product identifier
Investigation

If the product is illegitimate, notify FDA and certain immediate 
trading partners within 24 hours

Notify

If the product is illegitimate, work with manufacturer to take 
steps to prevent it from reaching patients

Respond

Store records of investigation of suspect product and the 
disposition of illegitimate product for at least 6 years

Store

Verification Requirements
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Where are we now?  Verification

• Guidances:

– Identification of suspect product and notification (2016)

– Definitions of suspect product and illegitimate product 
(2018) 

– Verification systems (2018) – Docket open until 12/24/18

• Notify FDA and trading partners

– FDA:  Form 3911

www.fda.gov
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Identifying suspect product:
Examples of what to look for…

www.fda.gov

Altered 
product 

info

Missing 
info on 
label

Bubbling 
on the 
label

No “Rx 
only” 

symbol 

Missing 
or wrong 
package 
inserts

Damaged, 
broken 

seal, open 
package

Lot numbers 
or expiration 
dates do not 

match the 
outer/inner 
container

Looks 
different 

than 
product 
on shelf

Different 
product 
name 

than FDA 
approved 
version

Foreign 
language
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Draft Guidance:  Definitions of Suspect Product and 
Illegitimate Product for Verification Obligations (Mar. 2018)

FDA’s current thinking of terms used in the definitions of SUSPECT and ILLEGITIMATE 
product, for purposes of verification obligations, including notification

Counterfeit Diverted

Fraudulent 
Transaction

Unfit for 
Distribution
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Draft Guidance:  Verification systems under 
DSCSA for certain prescription drugs (Oct. 2018)

• Recommendations for robust verification systems to:

• quarantine and investigate suspect product

• quarantine and disposition illegitimate product

• Recommendations for how and when to submit 
“cleared product notifications”

• Verification of saleable returns
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Notify FDA if you have illegitimate product

www.fda.gov

Notify FDA within 
24 hours using 
Form FDA 3911

Notify other trading 
partners within 24 

hours

Request notification 
termination using 

Form FDA 3911



20

Authorized Trading 
Partners

Verification

Product Tracing Product 
Identification 
(Serialization)

DSCSA

www.fda.gov

Key Requirements*

*The requirements under section 582 of the FD&C Act apply to manufacturers, 
repackagers, wholesale distributors, and dispensers (pharmacies).
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Where are we now?  
Product identifiers (serialization)

www.fda.gov

• Product identifiers: Implemented as of  November 27, 2018

• Guidances:
• Qs and As draft (Sept. 2018)
• Product identifier compliance (Sept. 2018)
• Grandfathering (Sept. 2018)
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Guidance: Product Identifier Requirements Q&A

www.fda.gov

Agency Contacts

Product Identifiers

Submission of Label Changes under DSCSA

Product Identifier Requirements of the DSCSA and the Linear 
Barcode Requirement under 21 CFR 201.25

Examples of when the Product Identifier and/or the Linear 
Barcode are required
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Final Guidances: Product Identifier Requirements

www.fda.gov

Manufacturers have an 
additional year (until 
November 27, 2018)

If manufacturer’s or 
repackager’s product is 

packaged before 
November 27, 2018, 

considered 
grandfathered
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www.fda.gov

Not all prescription drugs are required to have a 
product identifier and are excluded. 

Excluded 
Products

Some products will be in the supply chain before the 
product identifier requirement took effect. 

Grandfathered

Some products were granted a waiver or exemption 
from the product identifier requirement. 

Waiver or 
Exempt

Packages without product identifiers 

If you are unsure whether a product should have a product identifier, 
verify with the manufacturer or repackager.
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Draft Guidance: Waivers, Exceptions, 
Exemptions (WEEs)  (May 2018)

Sets forth a process for:

• Waiver request if undue economic hardship or emergency 
medical reasons

• Exception request if a product is in a container is too small or 
otherwise unable to accommodate

• Exemption for other products or transactions (FDA 
determination)

How to submit a WEE:

• Follow instructions in WEE Draft Guidance
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Product Identifier

Barcode Quality

Interoperability

Data/Database/Systems

Aggregation/Disaggregation

Verification/Notification

Exceptions Handling/Errors

Special Scenarios

• FDA intends to initiate the 
DSCSA pilot project program 
soon.

• Announcement will be 
published in the Federal 
Register

Where are we now? 
Proposed DSCSA Pilot Program
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Where do we need to go:  
Enhanced Drug Distribution Security – 2023

Package level requirements for the 
interoperable, electronic tracing of 
products go into effect on November 27, 
2023, including those relating to:

• Enable secure tracing at the 
package level

• Verification of product identifiers at 
the package level

• Prompt response to suspect and 
illegitimate products when found

• Improved efficiency of recalls
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Public meeting series:
Enhanced Drug Distribution Security Under DSCSA

Goal: Gain stakeholder input on strategies and issues related to 
the enhanced drug distribution security provisions of the DSCSA

www.fda.gov

Dates Topics

August 23, 2017 • Supply chain security in 2023 
• Enhanced drug distribution security needs

December 5-6, 2017 • Electronic interoperability
• Standards for data exchange
• Data architecture
• Aggregation and inference

February 28, 2018 • Further refinement of enhanced drug distribution security 
needs

• Building capacity for a unit-level system
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Vision of the 2023 
Enhanced Drug Distribution System

Provide increased public health benefits

Ensure diligence and vigilance by all 
trading partners

Support FDA’s compliance and 
enforcement efforts

Be adaptable and flexible

Longer term…Be compatible with the health care 
system and global marketplace
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FDA Leadership 
on DSCSA

“I want to be clear about our expectations regarding interoperability 
of the enhanced system. In 2023, the current requirement that 
trading partners share full transaction history for products will 
sunset. This does not mean that the historical information 
disappears. We’ll have an interoperable, electronic system in place 
that promptly generates that historical information when needed.”

“The FDA has an obligation to respond rapidly to breaches in the 
supply chain to protect patients from harmful drugs…Supply chain 
stakeholders also have an obligation to identify and prevent the 
distribution of illegitimate drugs.” 

“We want to create a system that flags illegitimate drugs in the 
supply chain.”

– Scott Gottlieb, M.D., Commissioner, FDA (Feb. 2018)

www.fda.gov
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Scott Gottlieb, M.D.
FDA Commissioner

@SGottliebFDA
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What’s next? Program updates

• Pilot program

• Continued compliance and enforcement

• Wholesale distributor/3PL proposed rule & preemption

• Building infrastructure for licensing program

www.fda.gov
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The DSCSA Path

Licensure 
standards for 3PLs 

and WDDs

3PL and 
WDD 

reporting to 
FDA 

2014-2015

Product tracing,
Verification

and
Authorized

trading 
partners

2015

Product 
identification 
(serialization) 

2017-2018

Product 
verification   

(down to    
package           

level) 
2019+

Electronic, 
interoperable 

system 
(product tracing 

down to   
package level) 

2023



34

Be vigilant and diligent!!

www.fda.gov

Prevent harmful drugs from entering the 
supply chain.

Detect harmful drugs if they enter the 
supply chain.

Respond rapidly when harmful drugs are 
found.
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Disclaimer

This presentation is intended only to provide a general overview. It is not intended 
to be comprehensive nor does it constitute legal advice.  Please refer to the 

appropriate guidances, regulations, or law for specific information.

FDA documents or notices summarized in this presentation can be found on our 

Drug Supply Chain Security Act webpage. 
www.fda.gov

THANK YOU!!

https://www.fda.gov/Drugs/DrugSafety/DrugIntegrityandSupplyChainSecurity/DrugSupplyChainSecurityAct/default.htm

