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Learning Objectives

• Address commonly seen issues

• Review best practices

• Provide tips for success 

• Provide resources 

www.fda.gov
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Agenda

• Cover Letters

• Requests for Prioritization

• Tentative Approval to Final Approval

• Patent History

• Deferred Submissions

www.fda.gov
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Purpose of Cover Letters

• To summarize contents of the submission

• To identify the purpose of the submission

• To highlight the key elements of the submission

• To provide required regulatory statements

• To help the FDA route and manage the submission effectively

www.fda.gov
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Cover Letters (cont.)

1. Provide regulatory description of the submission, including appropriate 
regulatory information

2. Highlight significant elements of your submission in the beginning of your cover 
letter

3. Make sure all required components are included

4. Include all new or major changes or labeling updates in header/reference

5. Separate each item in its own paragraph

www.fda.gov
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Cover Letters (cont.)
6. Be concise, especially if more detail is provided within other modules

7. Use key words rather than vague and lengthy descriptions of content

8. Become familiar with the types of changes that can affect the review of 
your application and ensure those changes are always communicated on 
your cover letter

9. Bold the text of any administrative requests that are combined with data 
submitted for review

www.fda.gov



7

Cover Letters (cont.)
• Utilize cover letter attachment checklist found in Cover Letter 

Attachments for Controlled Correspondences and ANDA Submissions 
Guidance for Industry : Draft Guidance for Industry

www.fda.gov

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cover-letter-attachments-controlled-correspondences-and-anda-submissions-guidance-industry
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Challenge Question 1
True or False: The FDA cover letter template provides information that 
is required for each submission.

A. True

B. False
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Requests for Prioritization

• Explicitly request priority at the time of submission, to include 
the prioritization factor(s) for which the submission qualifies

• Request priority review with each submission

• Clearly state “Priority Review Requested” and reference the 
ANDA number in the cover letter to the submission

• Include sufficient supporting documentation for the request

www.fda.gov
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Tentative Approval to Final Approval

• Clearly state “Request for final approval” in the cover 
letter and provide adequate documentation showing 
the application will be eligible for final approval at or 
before the goal date

• Clearly identify all new or major changes or labeling 
updates since tentative approval was granted

www.fda.gov
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Tentative Approval to Final Approval

• Monitor for reference listed drug (RLD) updates, newly 
issued product specific guidance’s (PSG), and unsolicited 
Drug Master File (DMF) amendments as these may 
cause a delay.  If any questions arise, contact the 
Regulatory Project Manager (RPM)

• Utilize ANDA Submissions – Amendments and Requests 
for Final Approval to Tentatively Approved ANDAs: 
Guidance for Industry

www.fda.gov

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/anda-submissions-amendments-and-requests-final-approval-tentatively-approved-andas
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• Submit litigation information in a timely fashion

• Open communication with the RPM is strongly encouraged

• Creating a table that chronologically describes patent/exclusivity 
information is helpful and encouraged

Patent History

www.fda.gov
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• FDA may defer assessment of an unsolicited amendment if the discipline assessments are close 
to completion and either:

– The submitted amendment contains a significant amount of new information to be assessed

– The amendment is submitted after the relevant assessments have been completed and while an IR, 
DRL, or CRL is being prepared

• Generally, amendments submitted during closed cycle will be reviewed upon receipt of 
Complete Response or request for final approval.

• If there is uncertainty regarding a submission during a closed cycle, contact the RPM for 
guidance

Deferred Submissions

www.fda.gov
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Challenge Question 2
All of following can cause a delay to the issuance of an action letter 
EXCEPT.

A. RLD updates

B. Newly issued PSG

C. Administrative amendment

D. Unsolicited DMF amendment
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Resources

• CDER Guidance Webpage: https://www.fda.gov/drugs/guidance-compliance-
regulatory-information/guidances-drugs

• GDUFA Webpage: 
https://www.fda.gov/ForIndustry/UserFees/GenericDrugUserFees/default.htm

• Good ANDA Submission Practices Guidance for Industry: 
https://www.fda.gov/regulatory-information/search-fda-guidance-
documents/good-anda-submission-practices-guidance-industry

• CDER Small Business & Industry Assistance (SBIA): 
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssista
nce/default.htm

www.fda.gov

https://www.fda.gov/drugs/guidance-compliance-regulatory-information/guidances-drugs
https://www.fda.gov/ForIndustry/UserFees/GenericDrugUserFees/default.htm
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/good-anda-submission-practices-guidance-industry
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssistance/default.htm
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Resources (cont.)

• Cover Letter Attachments for Controlled Correspondences and ANDA 
Submissions Draft Guidance for Industry : https://www.fda.gov/regulatory-
information/search-fda-guidance-documents/cover-letter-attachments-
controlled-correspondences-and-anda-submissions-guidance-industry

• ANDA Submissions – Amendments and Requests for Final Approval to 
Tentatively Approved ANDAs Guidance for Industry: 
https://www.fda.gov/regulatory-information/search-fda-guidance-
documents/anda-submissions-amendments-and-requests-final-approval-
tentatively-approved-andas

www.fda.gov

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cover-letter-attachments-controlled-correspondences-and-anda-submissions-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/anda-submissions-amendments-and-requests-final-approval-tentatively-approved-andas


17

Concluding Remarks

• Submit high quality submissions

• Share information with RPMs and discipline PMs so they 
can help navigate the best path forward 

• Let’s work together to approve more applications

www.fda.gov




