
WELCOME

Note: A video recording and transcription of today’s meeting will be published on the FDA website after this meeting.

We’ll begin the meeting promptly at 9:00am.
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Public Meeting on the Recommendations 
and Proposed Enhancements for GDUFA IV

Thursday, September 17th, 2026
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You can access the 
docket via: 
• FDA’s public meeting 

webpage
(https://www.fda.gov/drugs/news-
events-human-drugs/public-meeting-
reauthorization-generic-drug-user-fee-
amendments-gdufa-09172026) 

• Directly through the 
Federal Register
(https://www.federalregister.gov/docum
ents/2026/08/11/2026-
16353/reauthorization-of-the-generic-
drug-user-fee-amendments-public-
meeting-request-for-comments)

Submit your public comments by October 17! 
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Alison Lyndaker
Office of Finance, Budget, and Acquisition, FDA
Meeting Host
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AGENDA

• Welcome and Introduction
• Opening Remarks
• GDUFA IV Background and Reauthorization Process
• Overview of GDUFA IV Commitment Letter & Statutory Recommendations
• Break
• Industry Perspectives
• Break (tech set up for public stakeholder perspectives)
• Public Stakeholder Perspectives
• Closing Remarks
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Public Docket

For technical issues: GDUFAReauthorization@fda.hhs.gov

https://www.federalregister.gov/documents/2026/08/11/2026-16353/reauthorization-of-the-generic-drug-user-fee-amendments-public-meeting-request-for-comments


Grace Graham
Deputy Commissioner for Policy, Legislation, and International Affairs
FDA
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FDA Presentations
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Kathleen Davies
Center for Drug Evaluation and Research, FDA
Senior Advisor to the Center Director
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GDUFA Background and Reauthorization 
Process 
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GDUFA Background
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GDUFA has helped transform the generic drug review 
program
• Before enactment of GDUFA, timeliness of FDA medical product review was a big concern. 

Enactment resulted in more predictable, streamlined processes and reduced review and 
approval times.

• Fee funds are added to non-fee funds and are intended to increase staffing and other resources 
to speed and enhance review process

• User fees pay for services that directly benefit fee payers* but are not a fee for service 

*OMB Circular A-25: direct benefit distinguishes user fees from tax
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GDUFA was enacted in 2012 to support the timely 
availability of safe and effective generic drugs 

12

GDUFA user fee resources support FDA’s human generic drug activities to promote the timely availability of 
lower-cost, safe and effective generic drugs to the public, improve the predictability of the review process and 
help ensure the financial stability of the FDA generic drug program.

GDUFA I (FYs 2013 - 2017): 
First authorized GDUFA user fees for an initial five-year period. The accompanying GDUFA I commitment letter provided for timelines and 
programmatic goals for FDA’s human generic drug activities, as agreed to by FDA and industry, to help expedite the review and approval of 
human generic drugs. 

GDUFA II (FYs 2018 – 2022): 
Reauthorized GDUFA user fees for a second five-year period. The accompanying GDUFA II commitment letter focused on objectives including: (1) 
reducing the number of review cycles to approval; (2) increasing the approvals of safe, high quality lower cost generic drugs; (3) review goals for 
priority applications, (4) more communication touchpoints with industry, and (5) review of complex generic drug products.

GDUFA III (FYs 2023 - 2027): 
Reauthorized GDUFA user fees through FY 2027 and added fee adjustments for capacity planning and operating reserve. The accompanying 
GDUFA III commitment letter provided for enhancements focused on maximizing the efficiency and utility of each assessment cycle, with the 
intent of reducing the number of assessment cycles for generic drug applications. Continues to foster the development, assessment, and 
approval of complex generic drugs through new program enhancements
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GDUFA III Selected Accomplishments

GDUFA III has a median time for FDA approval and tentative approval of generic drug applications of 
26 months, a decrease from 40 months in GDUFA I. 

As of July 31, 2026, FDA: 

• Approved and tentatively approved 3,587 ANDAs, including: 

• 351 first generics 

• 512 first cycle

• 442 complex generics

• 301 generics to address drug shortage

• Approved 5,908 Prior Approval Supplements (PASs)

• Sent 8,249 Discipline Review Letters (DRLs)

• Sent 17,933 Information Requests (IRs)

• Received 14,186 Controlled Correspondences (CCs)
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GDUFA negotiations focused on process

• Fee discussions with industry focused on desired enhancements in terms of specific aspects of 
activities in “process for the review of human drugs”  

• What new or enhanced process will the FDA want or industry seek to include in the next 5 
years? 

• What is technically feasible? 

• What resources are required to implement and sustain these enhancements?

• No discussion of policy content.

• Experience: Details Matter
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Reauthorization Process Overview
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Overview of the Reauthorization Process
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Summer 2025
Public 

Announcement

Fall 2025 – Spring 2026
FDA-Industry Negotiations &

Discussions with Stakeholders

Spring 2026 – Fall 2026
Clearance Process & Finalize Package

Oct 2026 – 
Jan 2027

Final Clearance & 
Congressional 

Briefings

Final Public Meeting
September 17, 2026

Transmit Packages to 
Congress

Jan 15, 2027

Jan 2027 – Sept 2027
Congressional Briefings & 

Anticipated Reauthorization

Current Authorization 
Ends

Sep 30, 2027

Kick-Off Public 
Meeting

July 11, 2025
Docket Closes; 

Analyze Comments
October 17, 2026
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GDUFA reauthorization involves consultation with 
stakeholders. 

17

Section 744C(f)(1) (21 U.S.C. 379j-43 (f) Reauthorization 
(1) Consultation - In developing recommendations to present to the Congress with respect to the goals, and plans for meeting the goals, for human generic drug activities for the first 5 

fiscal years after fiscal year 2027, and for the reauthorization of this subpart for such fiscal years, the Secretary shall consult with— (A) the Committee on Energy and Commerce of 
the House of Representatives; (B) the Committee on Health, Education, Labor, and Pensions of the Senate; (C) scientific and academic experts; (D) health care professionals; (E) 
representatives of patient and consumer advocacy groups; and (F) the generic drug industry. 

(2) Prior public input - Prior to beginning negotiations with the generic drug industry on the reauthorization of this subpart, the Secretary shall— 
(A) publish a notice in the Federal Register requesting public input on the reauthorization; (B) hold a public meeting at which the public may present its views on the 
reauthorization, including specific suggestions for changes to the goals referred to in subsection (a); (C) provide a period of 30 days after the public meeting to obtain written 
comments from the public suggesting changes to this subpart; and (D) publish the comments on the Food and Drug Administration’s Internet Web site. 

(3) Periodic consultation - Not less frequently than once every month during negotiations with the generic drug industry, the Secretary shall hold discussions with representatives of 
patient and consumer advocacy groups to continue discussions of their views on the reauthorization and their suggestions for changes to this subpart as expressed under 
paragraph (2). 

(4) Updates to Congress - The Secretary, in consultation with regulated industry, shall provide regular updates on negotiations on the reauthorization of this part to the Committee on 
Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives. 

(5) Public review of recommendations - After negotiations with the generic drug industry, the Secretary shall— (A) present the recommendations developed under paragraph (1) to the 
congressional committees specified in such paragraph; (B) publish such recommendations in the Federal Register; (C) provide for a period of 30 days for the public to provide 
written comments on such recommendations; (D) hold a meeting at which the public may present its views on such recommendations; and (E) after consideration of such public 
views and comments, revise such recommendations as necessary. 

(6) Transmittal of recommendations - Not later than January 15, 2027, the Secretary shall transmit to the Congress the revised recommendations under paragraph (4), a summary of 
the views and comments received under such paragraph, and any changes made to the recommendations in response to such views and comments. 

(7) Minutes of negotiation meetings – 
(A) Public availability - The Secretary shall make publicly available, on the Internet Web site of the Food and Drug Administration, minutes of all negotiation meetings conducted 
under this subsection between the Food and Drug Administration and the generic drug industry, not later than 30 days after each such negotiation meeting. 
(B) Content - The minutes described under subparagraph (A) shall summarize, in sufficient detail, any substantive proposal made by any party to the negotiations as well as 
significant controversies or differences of opinion during the negotiations and their resolution. 
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Section 744C(f)(1) (21 U.S.C. 379j-43 (f) Reauthorization 
(1) Consultation - In developing recommendations to present to the Congress with respect to the goals, and plans for meeting the goals, for human generic drug activities for the first 5 

fiscal years after fiscal year 2027, and for the reauthorization of this subpart for such fiscal years, the Secretary shall consult with— (A) the Committee on Energy and Commerce of 
the House of Representatives; (B) the Committee on Health, Education, Labor, and Pensions of the Senate; (C) scientific and academic experts; (D) health care professionals; (E) 
representatives of patient and consumer advocacy groups; and (F) the generic drug industry. 

(2) Prior public input - Prior to beginning negotiations with the generic drug industry on the reauthorization of this subpart, the Secretary shall— 
(A) publish a notice in the Federal Register requesting public input on the reauthorization; (B) hold a public meeting at which the public may present its views on the 
reauthorization, including specific suggestions for changes to the goals referred to in subsection (a); (C) provide a period of 30 days after the public meeting to obtain written 
comments from the public suggesting changes to this subpart; and (D) publish the comments on the Food and Drug Administration’s Internet Web site. 

(3) Periodic consultation - Not less frequently than once every month during negotiations with the generic drug industry, the Secretary shall hold discussions with representatives of 
patient and consumer advocacy groups to continue discussions of their views on the reauthorization and their suggestions for changes to this subpart as expressed under 
paragraph (2). 

(4) Updates to Congress - The Secretary, in consultation with regulated industry, shall provide regular updates on negotiations on the reauthorization of this part to the Committee on 
Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives. 

(5) Public review of recommendations - After negotiations with the generic drug industry, the Secretary shall— (A) present the recommendations developed under paragraph (1) to the 
congressional committees specified in such paragraph; (B) publish such recommendations in the Federal Register; (C) provide for a period of 30 days for the public to provide 
written comments on such recommendations; (D) hold a meeting at which the public may present its views on such recommendations; and (E) after consideration of such public 
views and comments, revise such recommendations as necessary. 

(6) Transmittal of recommendations - Not later than January 15, 2027, the Secretary shall transmit to the Congress the revised recommendations under paragraph (4), a summary of 
the views and comments received under such paragraph, and any changes made to the recommendations in response to such views and comments. 

(7) Minutes of negotiation meetings – 
(A) Public availability - The Secretary shall make publicly available, on the Internet Web site of the Food and Drug Administration, minutes of all negotiation meetings conducted 
under this subsection between the Food and Drug Administration and the generic drug industry, not later than 30 days after each such negotiation meeting. 
(B) Content - The minutes described under subparagraph (A) shall summarize, in sufficient detail, any substantive proposal made by any party to the negotiations as well as 
significant controversies or differences of opinion during the negotiations and their resolution. 

This public meeting is one of the last steps in the 
reauthorization process.
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Highlights of GDUFA IV Recommendations
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Highlights of GDUFA IV
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GDUFA IV generally: 

• Maintains generic drug program resources, including funding to support critical technical and scientific staff

• Creates new efficiencies that do not increase the cost of the overall program but instead focus on 
streamlining, and 

• Increases financial transparency among the industry, FDA, and public.

Across the commitment letter,

• Removes one-time commitments completed under GDUFA III

• Replaces review goals that were phased in during GDUFA III with consistent goals in GDUFA IV

• Maintains established programs

The following presentations will describe the proposed enhancements throughout the commitment letter. We 
will present changes by section, except for proposed changes in the sections related to guidances, MAPPs, or 
performance goals, which will be presented throughout where relevant. 



Kendra Stewart
Center for Drug Evaluation and Research, FDA
Director of the Office of Regulatory Operations, Office of Generic Drugs
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ANDA Assessment Enhancements 
(Commitment Letter (CL) Section I & II)
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Section I Proposed Enhancements 
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Controlled Correspondence

• Provides that ANDA applicants use a pre-assigned ANDA number when 
submitting controlled correspondences to allow linkages between ANDA 
applications and prior communications. I(E)(1)

• Provides for a new 90-day timeline for controlled correspondences for specific 
topics. I(E)
• Updates existing metrics to reflect this new timeline and new titles for controlled correspondence 

categories. IX(B)(7)

• Updates definitions for controlled correspondence categories. X(I-K)
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Controlled Correspondence Level Performance Goal

Level 60 90% within 60 days

Level 90 90% within 90 days

Level 120 90% within 120 days



Section II Proposed Enhancements 
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Improving Efficiency and Reducing Number of Review 
Cycles
• Updates review timelines for some steps of the ANDA assessment process and 

increased communications throughout the assessment process. II(A) and II(B)

• Addition of targeted timelines for consult issuance/response. II(A)

• Updates to labeling assessment timeframes/processes (II(B)), including: 

• Redlined labeling reviews 

• Strive to provide labeling DRL by the midpoint of the review cycle

• Updates the definition for review status updates. X(C)
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New or updated goal date extensions

• Provides for a new goal date extension option for applicants to select at the time of 
application submission. II(B)(1)(c)(ii)

• Provides that if FDA will miss the goal date for an original ANDA by more than 60 days 
(including because of a complex data issue), FDA will assign a new goal date of 6 
months after the original goal date. If the new goal date is not met, FDA will offer an 
opportunity for a meeting to the applicant, or for a complex data issue, with the 
relevant site or facility. II(B)(9)

• Provides for a new 90-day goal date extension following a post preapproval inspection 
meeting, when needed based on information submitted. II(B)(10)

• Provides for a new 120-day goal date extension for a potential Official Action Indicated 
alert, in certain circumstances, to allow time for FDA to finalize the inspection 
classification and take appropriate action within the same review cycle. II(B)(11)
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New Guidances and MAPPs to Support ANDA Assessment

• Update to MAPP 5200.12 to reflect refinements for review status updates. 
VIII(A)

• Guidance or other appropriate communication to outline best practices for 
ANDA submissions to facilitate early identification of issues requiring consults, 
and external training on this topic. VIII(B)

• MAPP describing the Agency’s policies and procedures for using the imminent 
action process when one or more small issues remain from one or more 
disciplines that, in FDA’s view, may be resolved within 60 days after the goal 
date. VIII(C)
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New metrics related to ANDA Assessment
Monthly Reporting Metrics IX(A):

• Delineation of the following metrics by complex or non-complex generic product:

• Number of final approvals and tentative approvals 
• Number of first cycle approvals and tentative approvals 
• Number of first-time generic approvals 
• Number of imminent actions 

Quarterly Reporting Metrics IX(B): 

• Delineation of mean and median approval and tentative approval times by complex or non-
complex generic product

Fiscal Year Performance Report Metrics IX(C)(21): 

• Number of missed goal dates for original ANDAs and number of applications assigned a second 
goal date (excluding applications with complex data issues), and number of those applications 
for which the second goal date was met 
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Rob Lionberger
Center for Drug Evaluation and Research, FDA
Director of the Office Research and Standards, Office of Generic Drugs
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Application Related Meetings & Additional 
Program Enhancements (CL Section III & IV)
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Section III Proposed Enhancements 
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Application-Related Meetings

• Implements a new meeting structure based on meeting timelines, specifies the 
types of questions that can be addressed in a given timeline, and outlines the 
process for each of the updated meeting types. III(C)

• FDA proposes to issue guidance with information pertaining to these meetings. 
VIII(E)

• Updates existing metrics to reflect new meeting structure and titles. IX(C)(5)
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Meetings Summary
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Meeting Type TYPE 30 TYPE 60 TYPE 90 TYPE 120

Format Face-to-Face 
(Videoconference ONLY) or 
WRO 

Face-to-Face or WRO (Videoconference or In-Person)

Meeting Package 
Due

With the request 30 days after the 
request

45 days after the 
request

Grant/Deny* 14 days after the request
For written response meeting formats

Written Responses* By the goal date (i.e., 30 days, 60 days, 90 days, or 120 days after receipt of the request)

For face-to-face meeting formats
Preliminary 
Comments*

None The earlier of the goal date (i.e., 60 days, 90 days, or 120 days after receipt 
of the request) or 7 days before the meeting

Meeting Held* By the goal date (i.e., 30 
days after receipt of the 
request)

Within 7 days of the goal date (i.e., 60 days, 90 days, or 120 days after 
receipt of the request)

Meeting Minutes* 30 days after the meeting



Changes in Meetings: Faster Meetings

• The new meeting framework provides opportunities for faster interactions with 
FDA

• Addition of 60-day and 90-day meeting options
• Meeting timelines now run from date of the request not the date of granting 

the meeting (as in GDUFA III)
• FDA may convert meeting to the appropriate type or controlled correspondence 

rather than rejecting and necessitating resubmission
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Changes in Meetings: Focused Meetings

• Many of the faster meeting options involve discussion of a single topic:
• An alternative bioequivalence approach 
• A comparative use human factors study or other user interface comparison or alternative
• Active ingredient sameness
• Implementation of characterization of complex products
• Immunogenicity
• Pharm/Tox
• Quantitative medicine
• Comparative clinical endpoint bioequivalence study design
• Product quality: drug product
• Product quality: drug substance
• Product quality: facilities
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Changes in Meetings: Follow Up Options

• More options for timely follow up to interactions with FDA
• TYPE 30 meetings can be used to clarify many interactions with FDA in a 

uniform framework
• Clarify a CRL
• Clarity a meeting response
• Clarify the impact of PSG posting

• Substantive follow-up to a prior meeting, controlled correspondence or 
ANDA can use the TYPE 60 meeting 
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Changes in Meetings: New Meeting Opportunities

• TYPE 30: 
• PSG clarification meeting can now be requested when a PSG revision changes 

recommendation related to in vitro studies

• TYPE 60: 
• Complex Generic Initial Advisory (CGIA) meeting to evaluate feasibility of a proposed ANDA 

development strategy for a Complex Generic Product
• Questions related to implementation of a complex product PSG
• Pre-submission meeting for a complex product (with questions)

• TYPE 90: 
• Alternative approaches to a PSG for a non-Complex Generic Product
• Bridging approach for a non-Complex Product without a marketed reference listed drug or 

reference standard.
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Section IV Proposed Enhancements 
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Inactive Ingredient Database (IID)

• Continues updates to the IID on an ongoing basis and post quarterly notices of 
such updates made. 

• Continues the transition in the IID from providing maximum potency to 
maximum daily exposure (MDE) information for each route of administration 
associated with each listed inactive ingredient. IV(A)

U.S. Food and Drug Administration | Public Meeting on the Reauthorization of the Generic Drug User Fee Amendments 40



Maximum Daily Dose (MDD)

• Establishes a public database of MDD values for RLDs and notes that FDA will 
continue to add values to the database throughout GDUFA IV. 

• Each FY, FDA will seek public input on the utility of, and potential improvements 
to, the public MDD database. 

• By the end of FY30, FDA will assess the resources needed to provide and 
maintain a full coverage public MDD database and share that information with 
industry. IV(B)
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Standardized Information for ANDA Submissions 

• Indicates that FDA will provide or update standard tables and format 
information for applicants to use when submitting certain data in ANDAs and 
provide external training on best practices. Industry will provide data in the 
updated formats when tables and format information is available. IV(C)
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Ashley Boam
Center for Drug Evaluation and Research, FDA
Director of the Office of Policy for Pharmaceutical Quality, Office of 
Pharmaceutical Quality
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DMF Assessment Program & Facilities (CL 
Section V & VI)
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Section V Proposed Enhancements 
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DMF Assessment Program Enhancements

• Expands the eligibility criteria for DMF prior assessments to include complex API 
and prior approval supplements seeking to add a new API source located in the 
US. V(E)(2)

• Changes the DMF prior assessment submission conditions to add a cover letter 
template signed by the ANDA applicant and Form FDA 3938. V(E)(3)
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Section VI Proposed Enhancements 
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Post Preapproval Inspection Meetings

• Introduces a new post preapproval inspection meeting, when needed, to 
discuss inspection findings that impact application approval and corrective 
actions that may address issues identified that may impact approvability. VI(D)

• FDA proposes publishing a draft guidance to address post-PAI meetings. VIII(D)
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Inspection Opportunity for US Facilities 

• Provides an opportunity for any existing US generic API and FDF facilities 
expanding capacity and without a surveillance inspection in the last 3 years to 
request an inspection in advance of a DMF or ANDA submission. If the request 
is granted, FDA will conduct a surveillance inspection and aim to complete the 
final classification before the planned DMF or ANDA submission date. VI(E)

• Adds metrics related to these inspection requests. IX(D)(4-5)
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Angela Granum
Office of Finance, Budget, and Acquisitions (OFBA), FDA
Division Director
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Continued Enhancement of User Fee Resource 
Management (CL Section VII & Statutory 
Recommendations) 
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Proposed Statutory Changes
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GDUFA IV retains the types of fees authorized under 
GDUFA III

• Abbreviated New Drug Application (ANDA) fee
• Drug Master File (DMF) fee
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Annual 
fees

One-time 
fees

• Generic drug applicant program fees:
o Large tier
o Medium tier
o Small tier

• Facility fees:
o Active Pharmaceutical Ingredient (API) facility fee
o Finished Dosage Form (FDF) facility fee

o Contract Manufacturing Organization (CMO) fee



GDUFA IV Revenue Summary

• GDUFA IV aims to work within the established resource construct.
• Target Revenue for FY 2028 is set to $730M before any Capacity Planning or 

Operating Reserve Adjustment. 
• GDUFA IV retains the inflation and capacity planning adjustments but does not 

add any other additional funding. 
• GDUFA IV shifts to lower original application fees to stabilize program revenue.
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Recommended Statutory Changes
• Increase the foreign fee differential to $25k starting in FY 28 for all foreign API, FDF 

and CMO facilities. 

• Implement a one-time fee waiver for an original ANDA submission fee if a domestic 
applicant satisfies the requirements of having both the FDF manufacturer and the API 
supplier(s) identified in the ANDA located in the U.S.

• Change the percentage of target revenue allocated to ANDA submission fees to 26% 
(from 33%) and re-distribute that revenue allocation to program fees (36% to 43%).

• Establish an annual set aside of fee collections to support restaffing, where 
unexpended amounts are subject to operating reserve adjustment. 

• Change the date used to establish liability for the upcoming fiscal year’s annual 
program fees from October 1 to the preceding May 1st (prior to fee setting for that 
upcoming fiscal year) and exempts facilities first identified in an approved generic drug 
submission after that May 1st from the upcoming fiscal year’s fee.
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Commitment Letter Section VII Proposed 
Enhancements
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Financial Transparency

• Discussion of shared services consolidation in the GDUFA 5-year financial plan. 
VII(C)(2)

• Annual reporting on funds set aside for restaffing and retaining scientific and 
technical expertise. VII(C)(3)

• Technical staff meetings focused on program financials with public meeting 
minutes. VII(C)(4)
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Coversheet Timing

• Provides that FDA will make cover sheets for annual fees available on August 
15th (or the following business day) of each year VII(C)(5)

• FDA will add language to the GDUFA website explaining payment timelines. 
VII(C)(6)
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BREAK
Check the meeting chat for return time. 



You can access the 
docket via: 
• FDA’s public meeting 

webpage
(https://www.fda.gov/drugs/news-
events-human-drugs/public-meeting-
reauthorization-generic-drug-user-fee-
amendments-gdufa-09172026) 

• Directly through the 
Federal Register
(https://www.federalregister.gov/docum
ents/2026/08/11/2026-
16353/reauthorization-of-the-generic-
drug-user-fee-amendments-public-
meeting-request-for-comments)

Submit your public comments by October 17! 
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Industry Comments
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Giuseppe Randazzo
Senior Vice President of Sciences and Regulatory Affairs
Association for Accessible Medicines
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Gil Roth
President
Pharma & Biopharma Outsourcing Association
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Deborah Attwood
Member
Bulk Pharmaceuticals Task Force
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TECH PAUSE
Please give us a moment to allow our public stakeholders to transition to presenter mode.



Public Stakeholder Perspectives
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Sumiya Mushtaq
Independent Researcher
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Michael Abrams
Senior Health Researcher
Public Citizen
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Diana Zuckerman
President
National Center for Health Research
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Suzanne Robotti
Founder
MedShadow Foundation
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Patricia Kelmar
Senior Director, Healthcare Campaigns
U.S. PIRG
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Open Public Comment
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You can access the 
docket via: 
• FDA’s public meeting 

webpage
(https://www.fda.gov/drugs/news-
events-human-drugs/public-meeting-
reauthorization-generic-drug-user-fee-
amendments-gdufa-09172026) 

• Directly through the 
Federal Register
(https://www.federalregister.gov/docum
ents/2026/08/11/2026-
16353/reauthorization-of-the-generic-
drug-user-fee-amendments-public-
meeting-request-for-comments)

Submit your public comments by October 17! 
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