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August 6, 2014 

 

Dear Sir/Madam: 
 

Novartis appreciates the opportunity to comment on the above referenced draft guidance to help ensure 

the integrity and safety of the drug supply chain.  We have the following comments/requests for 

clarifications.   
 

1. The Draft Guidance instructs trading partners to use Form 3911 to notify the FDA of the 
identification of an illegitimate product.  Will form 3911 be considered public information and will it 
be posted on the FDA website? 
 

2. If the FDA informs the trading partner that FDA has been made aware of a potentially illegitimate 
product, is the trading partner still required in this case to submit Form 3911? 
 

3. Can FDA explain why Form 3911 is necessary (in place of a standard field alert report?) 
 
 

Once again, Novartis appreciates this opportunity to provide comment, and we hope you will take our 

requests for clarification under consideration. 

  

Sincerely, 

Gretchen Trout 
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Head, North America Policy & FDA Liaison 
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