
This document identifies the various steps involved in the process of 
initiating and responding to tracing requests under Sec. 582(g)(1) of the 

FD&C Act. It is intended to aid trading partners in developing their internal 
standard operating procedures (SOPs) by identifying key questions that 

should be considered in the development of those SOPs. This is not
intended to define an individual trading partner’s process, nor is it 

necessarily exhaustive in identifying every component of an SOP. Rather, 
it is an informational guide to help trading partners identify some of the 

significant components for consideration. 

This document is for educational purposes only, does not represent 
a formal PDG position, and is not legal advice. It has not been 

ratified by the PDG membership. 

Considerations in Designing Tracing Processes
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What checks will 

be in place to 

confirm the correct 

information was 

received?

What if the other 

ATP refuses to 

respond? 

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 

other ATPs who 

owned the product 

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 Other ATPs
Prove Identity

Communicate 

with Other ATPs

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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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 

consolidated?

Who will be 

responsible for 

consolidating 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?


