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The Drug Supply Chain Security Act  
 

 

The Drug Supply Chain Security Act (DSCSA) was signed into law on November 27, 

2013, as Title II of the Drug Quality and Security Act of 2013. DSCSA creates national 

requirements for tracing pharmaceuticals across the supply chain, pre-empting   

state-level traceability requirements. The DSCSA includes provisions for product 

identification, tracing and verification; detection and response; and notification. 

DSCSA provides for traceability on a national scale. Full implementation within the next 

10 years will result in standardized, unit-level traceability from manufacturers to 

practitioners — through the entire supply chain.  

There are key DSCSA activities occurring in 2015 that impact all components of the  

supply chain. Two critical milestones are: 

• January 1, 2015: All manufacturers must send to McKesson Specialty Health: 

transaction history, transaction information, and the transaction statement for all 

pharmaceutical products. In turn, McKesson Specialty Health must make this data 

available to customers beginning January 1, 2015.  

• July 1, 2015: Providers and clinics must begin retaining Transaction History, 

Transaction Information, and Transaction Statement data for six years. 

Learn more about major DSCSA Implementation Milestones.  

 
What You Need to Know: 

 
1. McKesson Specialty Health has been actively updating systems to comply with the 

DSCSA manufacturer reporting requirements starting January 1, 2015.  

 

2. The DSCSA requirement for provider/clinic retention of transaction history,  

transaction information, and transaction statement data begins July 1, 2015. To  

assist customers with DSCSA compliance, McKesson Specialty Health has partnered 

with TraceLink Life Sciences Cloud (TraceLink).  

 

3. In early 2015, McKesson Specialty Health customers will receive invitations to register 

in the TraceLink program, allowing them to access required transaction data and  

access helpful resources. 

 
4.  As part of this Act, customers also need to understand the new reporting 

requirements for Suspect and Illegitimate Product Investigations. Beginning January 

1, 2015, the DSCSA requires all trading partners — including community based 

healthcare providers and clinics — to have systems in place for handling suspect and 

illegitimate product appropriately and to make notifications to the FDA when such 

product is discovered (refer to the Additional Resources section for more 

information). All trading partners must conduct prompt investigations of suspect 

product to determine if it is truly illegitimate, and maintain documentation of the 

investigation for six years. 

 

 

Understanding DSCSA:  

Key Terms and Concepts 

 
Traceability: Beginning 

with the manufacturer, all 

prescription products must 

be tracked. This includes all 

Direct Purchase  

Re-packager and Exclusive 

Distributor products. 

Chain of ownership: 

Prescription products must 

be tracked through the 

entire supply chain, with 

detail provided at the point 

of change of ownership. 

Transaction record types: 

Transaction records include 

three components:  

 Transaction History 

(TH): identifies who has 

owned the product  

 Transaction Information 

(TI): describes the 

product (NDC, lot 

number, etc.)  

 Transaction Statement 

(TS): attests that the 

transaction is correct 

and that the Transaction 

Information is accurate 

https://oncology.mckessonspecialtyhealth.com/sites/oncology.mckessonspecialtyhealth.com/files/u146/Major%20DSCSA%20Implementation%20Milestones_Final.pdf


Frequently Asked Questions Regarding DSCSA and TraceLink:  
 

1. What is the difference between 
DQSA and DSCSA? 

DSCSA is Title II of the Drug Quality and Security Act of 2013 
(DQSA). Title I of DQSA addresses requirements for compounding. 

 
2. When do I need to stop following 

state pedigree requirements? 
The DSCSA pre-empted all state pedigree requirements on November 
27, 2013. Currently, there are no legal requirements in place for state 
pedigrees. 

3. How does DSCSA requirement 
differ from my state’s current 
traceability laws?  

In order to prepare for the DSCSA deadlines it’s important to review 
the applicable state’s current traceability laws. DSCSA establishes 
national traceability requirements which pre-empt any state-level 
requirements.  

4. Will DSCSA implementation 
affect McKesson Specialty 
Health’s ability to deliver 
products on time? 
 

McKesson Specialty Health is preparing to have DSCSA traceability 
data ready for customers prior to or at the time of product delivery. 

5. How will traceability for returned 
products work? 

The DSCSA defines a “return” as product going back to the 
immediate trading partner from which it came. For the first several 
years, DSCSA will allow returns without traceability data. Beginning 
six years after implementation, however, the DSCSA will require 
that the original traceability data be associated with all saleable 
returns. 

6. What do I need to know about 
Suspect and Illegitimate Product 
Investigations and new reporting 
requirements? 

Beginning January 1, 2015, the DSCSA requires all trading partners — 
including community based healthcare providers and clinics — to have 
systems in place for handling suspect and illegitimate product 
appropriately and to make notifications to the FDA when such product 
is discovered. All trading partners must conduct prompt investigations 
of suspect product to determine if it is truly illegitimate, and maintain 
documentation of the investigation for six years. 

 7. When will more information 
regarding DSCSA and TraceLink 
registration be released? 

McKesson Specialty Health will distribute TraceLink registration 
information and instructions to customers beginning in early 2015. 
Individual provider/clinic sites will only need to register once. 
Additionally, the FDA is required to provide guidance on how to 
implement several aspects of the DSCSA in the coming year and will 
provide supporting information as well. 

8. Am I required to complete 
separate registrations with 
TraceLink if I purchase from 
multiple distributors?  

No, once a practice is registered with TraceLink – regardless of the 
distribution partner they were granted access through – the process is 
complete. All data for that practice and each of its distributors will be 
accessible through the TraceLink systems.  

9. Who should I contact with 
questions about McKesson 
Specialty Health’s partnership 
with TraceLink? 

 
 
 
 
   

For questions about McKesson Specialty Health’s TraceLink 
partnership or how McKesson Specialty Health is helping customers to 
comply with DSCSA requirements, contact your Account 
Representative or Customer Care at 800.482.6700. 

 
 
 
 
 
 

 
 

 
Resources From the FDA:  

 
• Drug Supply Chain Security Act: www.fda.gov/drugs/drugsafety/ 

drugintegrityandsupplychainsecurity/drugsupplychainsecurityact/default.htm 

• FDA Implementation Timeline for DSCSA: www.fda.gov/drugs/drugsafety/ 
drugintegrityandsupplychainsecurity/drugsupplychainsecurityact/ucm382022.htm 

• FDA Webinar on the DSCSA: www.fda.gov/Drugs/DevelopmentApprovalProcess/ SmallBusinessAssistance/ucm388150.htm 

• FDA Draft Guidance on Suspect and Illegitimate Product Investigations: www.fda.gov/drugs/drugsafety/ucm400520.htm 

http://www.fda.gov/drugs/drugsafety/drugintegrityandsupplychainsecurity/drugsupplychainsecurityact/default.htm
http://www.fda.gov/drugs/drugsafety/%20drugintegrityandsupplychainsecurity/drugsupplychainsecurityact/ucm382022.htm
http://www.fda.gov/drugs/drugsafety/
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/%20SmallBusinessAssistance/ucm388150.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/
http://www.fda.gov/drugs/drugsafety/ucm400520.htm

