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Learning Objectives

www.fda.gov

• Understand the FDA’s Product-Specific Guidance (PSG) program and 
its role in supporting Abbreviated New Drug Applications (ANDAs)

• Learn about the PSG process, GDUFA III commitments, and reasons 
for a PSG revision

• Identify available PSG online resources, withdrawn PSGs, and 
forecasting to aid in generic drug development planning

• Understand how to utilize PSG public requests, public comments, 
and GDUFA III PSG teleconferences (T-Cons) and PSG meetings to 
engage with the FDA
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What is a Product-Specific 
Guidance (PSG)?

• Reflects FDA’s current thinking and expectations on how 
to develop a generic drug product therapeutically 
equivalent to a specific reference listed drug (RLD)

• Contains product-specific recommendations
 Identifying the methodology for developing generic drugs and generating evidence 

recommended to support ANDA approval
 Including key science and research output

• Unique to the generic drug development program
www.fda.gov
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PSG is an Integral Part of the FDA’s 
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• Starting in 2007, FDA has published PSGs to provide clear and direct 
recommendations to ANDA applicants

Background on PSGs

• More than 2400 published 
PSGs on the FDA PSG 
webpage as of April 2026
 ~30% for complex 

products

https://www.fda.gov/drugs/guidances-drugs/product-specific-guidances-generic-drug-development

MAPP 5240.10 Classifying Approved New 
Drug Products as Complex Products for 
Generic Drug Development Purposes
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• For Non-Complex NCE NDAs approved on or after October 1, 2022, a PSG will be 
issued for 90% of such NDA products within 2 years after the date of approval.
 No change from GDUFA II

• For Complex Products approved in NDAs on or after October 1, 2022, a PSG will be 
issued for 50% of such NDA products within 2 years after the date of approval, and 
for 75% of such NDA products within 3 years after the date of approval.

• FDA will continue to develop PSGs for Complex Products approved prior to October 
1, 2022, for which no PSG has been published.

GDUFA III Commitment on PSG 
Development

GDUFA: Generic Drug User Fee Amendments;  NCE: New Chemical Entity; NDA: New Drug Application; GDUFA III Commitment Letter

https://www.fda.gov/media/153631/download
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SME Triage Team (STT) Program and 
Complex Product PSGs

The STT Program, a cross-office program, was established in 2021 to support PSG 
development for newly approved complex products
 Started as a pilot in 2021 and became fully operational in October 2022 (under GDUFA III)
 Successfully connects research and review assessment with PSG development, achieving early 

and proactive identification of knowledge gaps and timely addressing technical challenges 
 Enables cross-disciplinary collaboration for effective knowledge management to maximize 

efficient use of Center resources
 Contains several SME Teams for each complex product area with membership comprising of 

experts from research, review, and policy
 Better plans the PSG development timeline for complex products to facilitate generic complex 

product development and meet GDUFA III goals
SME: Subject Matter Expert
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• Since GDUFA III (October 2022 to February 2026), 100% of newly approved complex 
product NDAs have been triaged leading to 9 unique research projects
 For complex product NDAs approved during GDUFA III, PSGs for 90% of such products 

have been published within 2 years; PSGs for 100% of such products will be issued 
within 3 years – exceeding GDUFA III goal dates

Impact of STT Program on Complex 
Product PSG Development

• Internal comparative analysis between GDUFA II and GDUFA III revealed substantial 
improvement in timeline for complex product PSG development
 Percentage of complex product PSG publications within 2 years after NDA’s approval 

doubled from 39% to 82%
 Median duration from complex product NDA approval to planned PSG publication 

decreased from 4.7 years to 1.5 years
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PSG Prioritization and Development

PSG Snapshot: www.fda.gov/media/150142/download?attachment 

http://www.fda.gov/media/150142/download?attachment
http://www.fda.gov/media/150142/download?attachment
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PSG Process
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Development or Revision
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• New and revised PSGs are generally published quarterly 
 Typically, February, May, August, and November

• A PSG may be published as a stand-alone guidance or a stand-
alone batch outside the quarterly batches, e.g.,
 Coordinate with citizen petition responses
 Meet the GDUFA goal date
 Efficiency in developing PSGs for products in the same class
 Coordinate with general guidance publication or revision

• The FDA will issue a notice in the Federal Register for every batch 
and stand-alone posting

When are PSGs Published?
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How are Revised PSGs Planned?

Category Description

Critical

PSG revision includes additional bioequivalence studies or 
evidence recommended to support FDA approval that reflect 
a change in the safety or effectiveness of the drug product. 

The critical revision has a potential impact on all ANDAs 
including the approved applications.

In Vivo 
Major

PSG revision includes additional in vivo bioequivalence 
studies or evidence recommended that is necessary to 

establish BE and support FDA approval

In Vitro 
Major

PSG revision includes additional in vitro bioequivalence 
studies or evidence recommended that is necessary to 

establish BE and support FDA approval

Minor PSG revision includes in vivo and/or in vitro changes that is 
not considered critical or major

Editorial PSG revision includes non-substantive changes

Notification of PSG Revision*

*Upcoming PSGs for Generic Drug Product Development

Identification of Needs for 
PSG Revision 
• Changes to the RLD: e.g., labeling 

update, supplements, new strength
• Newly identified safety concerns 
• Consistency with revision to general 

guidances 
• Comments received to PSG docket
• Citizen petitions 
• New BE approached from research: e.g., 

addition of an in vitro option 
• New knowledge from ANDA 

assessments, Pre-ANDA meetings, and 
controlled correspondences 

https://www.fda.gov/drugs/guidances-drugs/upcoming-product-specific-guidances-generic-drug-product-development
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• Controlled Correspondences (CCs) can be submitted using the CDER Direct 
NextGen Collaboration Portal

• CCs received are triaged as “Public Requests” if the Submitter is requesting or 
proposing general bioequivalence recommendation(s) for an RLD with no PSG

• If the drug product is complex, submitter may send pre-ANDA product 
development meeting request

• “Public Request” response to submitter:
 The request for information related to product-specific recommendation for generic drug 

development was sent to ORS for further processing

 ORS will take your request into consideration when developing the PSG

 You will not receive additional notification of guidance development from the Agency 

Controlled Correspondence vs. 
Public Request 

https://edm.fda.gov/EDMIDPLogin/welcome?response_type=code&client_id=0oa1as7rb2poiYTch297&scope=openid%20profile&state=-1112605354_1647874544869&redirect_uri=https%3A%2F%2Fedm.fda.gov%2Foidcclient%2Fedmrp
https://edm.fda.gov/EDMIDPLogin/welcome?response_type=code&client_id=0oa1as7rb2poiYTch297&scope=openid%20profile&state=-1112605354_1647874544869&redirect_uri=https%3A%2F%2Fedm.fda.gov%2Foidcclient%2Fedmrp


15

Public Comments on PSGs

• FDA issues a Federal Register Notice announcing the availability of new and 
revised PSGs via Docket Number FDA-2007-D-0369

 
• The notice will identify a comment period for the draft recommendations 

– Comments can be submitted electronically to the docket or by mail
– Users can request additional assistance with a Help Desk ticket: 

https://www.regulations.gov/support  

• FDA will consider comments on draft PSGs while revising the PSGs

https://www.regulations.gov/support
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PSG Online Resources
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https://www.fda.gov/drugs/
guidances-drugs/product-
specific-guidances-
generic-drug-development 
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• Describes the FDA’s plans for all upcoming new and revised PSGs of generic drug 
products in the next 12 months

• Enhances transparency in PSG development or revision plan for generic drug 
products
 Updates include projected PSG publication dates in MM/YYYY or descriptive timeline 

(within or beyond 12 months)

• Ensure consistency in FDA recommendations/decisions following previous 
iterations of the PSG and establish principles for PSG revisions to reflect "most 
accurate, sensitive, and reproducible" approaches

• Updated quarterly with each PSG batch posting, or as deemed necessary

Upcoming PSGs for Generic Drug 
Product Development (Forecast List)

https://www.fda.gov/drugs/guidances-drugs/upcoming-product-specific-guidances-generic-drug-product-development
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Upcoming PSGs for Generic Drug 
Product Development (Forecast List)
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Upcoming PSGs for Generic Drug
Product Development (Forecast List)
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PSG Website
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Locating PSGs
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GDUFA III Meetings: PSG T-Cons
• ANDA applicant(s) can request a PSG T-con at any time during their product development 

(pre-submission or post-submission) when FDA publishes a new or revised guidance that 
introduces or revises a recommendation if:
 BE recommendation is for an in vivo BE study 

 ANDA applicant has already commenced an in vivo BE study that may be different from PSG 
recommendations as of the published date for the new or revised PSG

• A prospective ANDA applicant should submit a request for a pre-submission PSG T-
con or pre-submission PSG meeting electronically through the CDER Direct NextGen 
Collaboration Portal

• An ANDA applicant should submit a request for a post-submission PSG T-con or 
post-submission PSG meeting electronically through the Electronic Submissions 
Gateway

• In CY 2025, 2 PSG T-cons were requested (2 pre-submission)
 Both PSG T-cons were granted Guidance for Industry on PSG T-cons and Meetings 

(Aug 2024): www.fda.gov/media/165468/download

https://cdernextgenportal.fda.gov/Login_CDER?ec=302&startURL=%2Fs%2F
https://cdernextgenportal.fda.gov/Login_CDER?ec=302&startURL=%2Fs%2F
https://www.fda.gov/industry/electronic-submissions-gateway
https://www.fda.gov/industry/electronic-submissions-gateway
http://www.fda.gov/media/165468/download
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PSG Meetings
• PSG meetings (pre-submission or post-submission) can be requested following a PSG T-con if 

additional discussion is needed
 Allows a forum to discuss the scientific rationale for an approach other than the approach 

recommended in the PSG

• Potential applicants may submit additional questions following the PSG T-con via controlled 
correspondences for any remaining issues 

• Applicants may submit a pre-ANDA or ANDA scientific meeting as an alternative to PSG 
meetings 
 Applicants may ask additional questions that are not in the PSG meeting scope, if applicable

 FDA recommends that applicants not submit a controlled correspondence and a request for a 
meeting at or around the same time with the same or similar questions

• In CY 2025, FDA did not receive any PSG meeting requests

Guidance for Industry on PSG T-cons and Meetings 
(Aug 2024): www.fda.gov/media/165468/download 

http://www.fda.gov/media/165468/download
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Summary
• PSGs reflects FDA’s current thinking and expectations on how to develop a generic drug 

product therapeutically equivalent to a specific RLD

• The SME Triage Team program helps to identify and address any potential outstanding 
knowledge gaps and research needs proactively for PSG development of complex 
products and has made an impact on timely PSG publications

• PSGs are generally published quarterly or as a standalone or standalone batch with future 
forecasting at Upcoming Product-Specific Guidances for Generic Drug Product 
Development 

• FDA keeps updated resources online such as PSG forecasting and past informative 
presentations 

• Potential ANDA applicants are encouraged to submit Public Requests, request PSG T-con 
and PSG meetings, and/or leave public comments on published PSGs, as applicable

https://www.fda.gov/drugs/guidances-drugs/upcoming-product-specific-guidances-generic-drug-product-development
https://www.fda.gov/drugs/guidances-drugs/upcoming-product-specific-guidances-generic-drug-product-development
https://www.fda.gov/drugs/guidances-drugs/upcoming-product-specific-guidances-generic-drug-product-development
https://www.fda.gov/drugs/guidances-drugs/upcoming-product-specific-guidances-generic-drug-product-development
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Resources
• Product-Specific Guidances for Generic Drug Development: https://www.fda.gov/drugs/guidances-

drugs/product-specific-guidances-generic-drug-development 
• GDUFA III Commitment Letter
• MAPP 5240.10: Classifying Approved New Drug Products and Drug-device Combination Products as Complex 

Products for Generic Drug Development Purposes (Apr 2022)
• Product-Specific Guidances for Generic Drug Development (PSG Database): 

https://www.accessdata.fda.gov/scripts/cder/psg/index.cfm
• GDUFA III Enhancement to the Pre-ANDA Program: https://www.fda.gov/industry/generic-drug-user-fee-

amendments/gdufa-iii-enhancements-pre-anda-program
• SBIA webinar: Facilitating Generic Drug Product Development through Product-Specific Guidances (Apr 2024)
• FDA Guidance for Industry: Product-Specific Guidance Meetings Between FDA and ANDA Applicants Under 

GDUFA (Aug 2024)
• FDA Guidance for Industry: M13A Bioequivalence for Immediate-Release Solid Oral Dosage Forms Questions and 

Answers (Oct 2024)
• SBIA webinar: M13A: Bioequivalence for Immediate-Release Solid Oral Dosage Forms - Implementing the Final 

Guidance (Nov 2024)
• SBIA webinar: Advancing Generic Drug Development: Translating Science to Approval (Sep 2025)
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