
1

Content and Format for Accurate 

ANDA Submissions

Thomas Hinchliffe, PharmD
Commander, United States Public Health Service

Regulatory Affairs Coordinator

Generic Drug Regulatory Affairs Team

Office Of Generic Drugs

REdI Generic Drug Forum
April, 2016



2

Disclaimer

• This presentation reflects the views of the 

speaker and do not reflect official FDA, HHS, or 

other government opinion or policy. 

• I have nothing to disclose.
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Outcome

Provide guidance, strategies, and examples of how 

to properly complete and communicate submissions 

related to ANDA files to increase the efficiency of 

routing and proper identification by review staff. 



Outline

• Point of Contact for Industry

• 356h Form and Cover Letters

• eCTD Requirements

• Patent & Exclusivity Amendment Submissions

• Wrap up 
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Point of Contact for Industry
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Regulatory Project Manager

• Oversee the review of ANDAs
- Provide oversight across all review disciplines

- Work to ensure all reviews are complete

- Work to ensure OGD meets GDUFA goal dates

• Triage all amendments from receipt of ANDA to approval
- Assign received amendments to the applicable disciplines

• Communicate key events in the approval process
– MAPP 5200.3 Rev. 1

• Serve as point of contact (POC)
- All communications will go through RPM

- Exception: responding directly, as requested by a discipline 



Point of Contact for Industry

• Industry will know who to contact based on the RPM 

Introductory Call, Information Request Letter, or 

Complete Response Letter.

• Firms should contact the designated OGD Regulatory 

Project Manager (RPM) for ALL matters on ANDA and 

Supplements.

• When calling or emailing, always clearly state the nature 

of the contact.

– ANDA/Supplement/DMF #, reason for call (status, 

patent expiration date, forfeiture date, etc.)
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DO NOT contact individual reviewers, team 

leaders, directors (includes not cc’ing them 

on emails), etc.

REMINDER
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356h Form and Cover Letters
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356h: FDA’s Point of Contact to Industry

• Designate one Point-of-Contact (POC) for 

the ANDA on the 356h. 

• FDA will only communicate with the 

person identified/autorized on the 356h

regarding your application.

• If point of contact changes, need to update 

ANDA with updated 356h AND Cover 

Letter
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356h Form

• Every 356h should have the following:

oCurrent Applicant and U.S. Agent (if 

applicable) phone, fax and email.

oResponsible Official/Agent’s current phone, 

fax, and email.

oComplete Facility address, FEI, DUNS, and 

contact information

o Listing of all facilities 
11
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356h Form

Extremely Important

Provide locations of all manufacturing, packaging and control sites for drug 

substance and drug product (continuation sheets may be used if necessary). 

Include name, address, registration number (FEI), MF number, Establishment 

DUNS number, and manufacturing steps and/or type of testing (e.g., final 

dosage form, stability testing, container closure) conducted at the site. Indicate 

whether the site is ready for inspection or, if not, when it will be ready.

All facilities involved, must be submitted.  For supplements, all new sites, as 

well as all previously approved sites (even inactive and withdrawn ones)

must also be included. 

• New sites are to be flagged as “pending”.

• Withdrawn sites are to be flagged as “withdrawn”. 15



356h: Facility Information Hitches

• Ensure 356h (question 29) contains the most 

current and complete facilities information for your 

ANDA

– Missing/unclear/conflicting facility information and 

responsibilities cause delays!!!

– 356h facility information must match relevant eCTD

Sections (3.2.P.3.1 for drug products and 3.2.S.2 for 

the drug substance)

– Immediately Identify ANY changes to facilities 

(additions, withdrawals, etc.) with an amendment with 

updated 356h and cover letter to the ANDA



Cover Letter

• Every Cover Letter should have the 

following:
– Clear statement of what the submission entails (Tier 1 

Minor; Amendment - Final Approval Requested; Patent 

Amendment; Change of Contact Update; etc.)

– Clear identification of what disciplines are being 

responded to in the amendment (Quality, Labeling, etc.) 

– Clear identification of changes to facilities, either 

additions or withdrawals.

• Correct coding ensures timely, accurate 

triage and that correct goal dates applied. 17
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• Every Cover Letter should clearly identify 

ANY new (unsolicited/gratuitous) 

data/facility/review material

• Identify what discipline this unsolicited 

information pertains to

• Unsolicited data outside of the CR 

response to the CR Letter may impact any 

GDUFA goals 21

Cover Letter



• Cover Letters should state the following if 

applicable:

o Expedited Review Requested 

o Expedited Review Granted

oDrug Shortage

o PEPFAR
22

356h Form and Cover Letter
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Electronic Common 

Technical Document (eCTD)

24



eCTD Requirements

• Electronic submission of ANDAs and Master Files in eCTD format 
will be required as of May 2017 (see Guidance for industry Providing 
Regulatory Submissions in Electronic Format – Certain Human 
Pharmaceuticals Product Applications and Related Submissions 
Using the eCTD Specifications)

• Review metric goals only apply to submissions made electronically 
following the Electronic Common Technical Document (eCTD) 
format in effect at the date of submission

• Electronic format must be compete and in a form FDA can process, 
review and archive (21 CFR 314.94(d)(1)(iii))

• See the FDA web site for guidances and technical specifications to 
ensure documents are submitted correctly:
– http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmission

Requirements/ElectronicSubmissions/ucm153574.htm
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http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm153574.htm


Patent & Exclusivity 

Amendment Submissions
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Patent Keys for Success

• Address ALL  patents and/or exclusivities
– Submit all required documentation related to receipt 

of notice (21 CFR 314.95(e))

• PIV certifications to ‘later-listed’ patents
– Sponsors must still submit documentation that notice was sent to NDA 

holder and patent assignees

• Inconsistencies between patent certifications or 
between patent certifications and labeling.
– Labeling must match manner in which sponsor has addressed listed patents

– Sponsor must generally address patent(s) which are associated with the 
same use code(s) in the same manner.  

– Sponsors may need to provide ‘split-certifications’ for patents to maintain 
consistency
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Patent Keys for Success

• Submit all information required by 21 CFR 

314.107(e) and (f)(2)
– All court decisions/orders MUST be submitted to the application

– This includes dismissal orders and adverse court decisions

– Late submission of Court Decisions can impact timing of approvals.

– Submit Court Orders that resolve litigation within 10 days of 

issuance

• Convert certifications from PIV to PIII
– Required by 21 CFR 314.94(a)(12)(viii)(A) when a final judgment 

has been entered finding the patent infringed
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• Submit of Pediatric Waivers
– Applicable when ANDA applicant intends to be approved during 

6 month period of pediatric exclusivity associated with a patent

– Pediatric Waivers MUST be provided even with settlement 

agreements

• Submit Launch notices for applicants 

eligible for 180 day exclusivity (21 CFR 

314.107(c)(4))
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Patent Keys for Success
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Summary



Summary

• Regulatory Project Manager (RPM) is 

Point of Contact for all ANDA inquiries.

• Applicants should designate one Point of 

Contact when interacting with FDA.

• Submit all documents electronically via the 

Gateway following the eCTD format.
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• Use Cover Letter and 356h with every

submission

– Clearly identify content of each submission

• CR response

• IR response

• Patent Amendment

• BE studies

• New facilities

• Unsolicited Amendment
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Summary



Facilities:

• Provide ALL facilities on 356h form (new, 

exiting, withdrawn)

• 356h facility information must match relevant 

eCTD Sections

• Clearly identify NEW facilities in submissions

• Facilities added in IR response are out of scope

• Avoid new facilities added at end of review 

cycle
33

Summary



• Continuous and prompt Patent updates 

• Provide prompt litigation updates 

– Critical as submission nears GDUFA goal 

date or TAD
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Summary



Summary

• Submit ALL amendment, correspondence, etc. documents 

via Gateway to archival ANDA file 

– NEVER send to OGD Immediate Office, Policy Office, or the RPM 

– Desk copies NOT needed unless requested

– For paper submissions ONLY:

• Office of Generic Drugs 

Center for Drug Evaluation and Research

Food and Drug Administration

Metro Park North VII

7620 Standish Place

Rockville, MD 20855

http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDeveloped

andApproved/ApprovalApplications/AbbreviatedNewDrugApplicationANDAGeneri

cs/ucm142112.htm
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http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/AbbreviatedNewDrugApplicationANDAGenerics/ucm142112.htm


Information Response (IR) Amendments:

• Respond ONLY to those issues raised in the IR

• Do NOT include out of scope unsolicited data:

– New facility

– Other disciplines

– Information that is off topic

– Lots of extraneous information over what was 

requested

– Tons of data, 1,000s of pages of reports
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Summary



• Stay on top of:

– RLD labeling changes

– REMS modifications

• IF there are changes to either of these, 

ANDA applicant needs to submit revised 

labeling or REMS
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Summary
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Questions?

surveymonkey.com/r/GDF-D2S2

https://www.surveymonkey.com/r/GDF-D2S2

