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A Portfolio View
• Higher level than project view used to organize 

reporting
• FDA’s FY2024 GUDFA research priorities

– Available at https://www.fda.gov/drugs/generic-
drugs/generic-drug-research-priorities-projects

• FY 2023 GDUFA Science and Research Report that 
will be available soon
– Link will be added 

https://www.fda.gov/drugs/generic-drugs/generic-drug-research-priorities-projects
https://www.fda.gov/drugs/generic-drugs/generic-drug-research-priorities-projects
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GDUFA Research Portfolio
• Impurities
• Complex Active Ingredients
• BE for Complex Routes of 

Delivery
• BE for Complex Dosage Forms 

and Formulations

• BE for Oral and Parenteral 
Generics

• Drug-Device Combination 
Products

• Quantitative Medicine
• Artificial Intelligence (AI) and 

Machine Learning (ML)

BE - 
bioequivalence
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Today
• The portfolio is large and stable
• Each year we want to have a focused review of 

some subsections of the portfolio
• Today and tomorrow we have sessions on 

– Impurities  
– Predictive Tools (Quantitative Medicine)
– Drug-Device Combination Products
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Today
• This year we have added more public comment 

periods in the focus session but also in a general 
session tomorrow
– Here we are listening for project-level input
– What specific projects would create value for 

generic competition across the research portfolio
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Today
• We are also listening for input on which product-specific 

guidances (PSGs) are the highest industry priorities
– We have a forecast list for PSGs expected in the next year

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

– We are most interested in input on PSGs that are not on the 
forecast list
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Today
• I will give an overview of the entire portfolio
• I hope this will stimulate discussion
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Impurities
• Goal

– Tools to efficiently evaluate and mitigate the risk of potential 
harmful impurities

• Areas of Focus
– Nitrosamine-related compounds

• Key Accomplishment
– Anti-oxidants can reduce certain impurities
– Scientific foundation for minimizing BE studies for reformulations 

that add anti-oxidants to reduce potentially genotoxic impurities
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Impurities: Projects



10

Complex Active Ingredients
• Goal

– Methods to characterize complex active ingredients and their immunogenicity 
risk

• Areas of Focus
– Peptides

• ~10% of products have generic competition
• Surge in ANDA submissions

– Oligonucleotides
• No generics

• Key Accomplishment
– FY23: 15 new PSGs for peptides and oligonucleotides
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Complex Active Ingredients:
Projects
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Complex Dosage Forms and 
Formulations• Goal

– Efficient characterization-based (in vitro) BE approaches for systemically 
acting complex dosage forms 

• Areas of Focus
– Long-acting injectables and implants

• Only 4 of 39 active reference products have generic competition
– Liposomes and iron colloids

• Key Accomplishment
– July 2023: ANDA 213195 Naltrexone

• First Generic for PLGA based LAI
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Complex Dosage Forms and 
Formulations: Projects
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Complex Routes of Delivery
• Goal

– Efficient characterization-based (in vitro) BE approaches for locally acting complex dosage forms 
• Areas of Focus

– Inhalation
• Few MDI and DPI ANDAs => Support alternatives to FEV1 clinical study
• Transition to environmentally friendly propellants

– Topical
• non-Q1Q2 formulation BE methods
• Implementation of IVPT/IVRT 

– Ophthalmic and Otic
• Studies to support Q2 changes and Q1Q2 waiver requests
• Long-acting ophthalmic implants (no generics)

– Nasal
– GI-acting

• Key Accomplishment
– PSG for 9 nasal sprays added in vitro option to remove PK study
– FY23, 20 topical product ANDAs approved  via Q3 methods
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Complex Routes of Delivery:
Nasal and Inhalation Projects
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Complex Routes of Delivery:
Topical Projects
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Complex Routes of Delivery:
Ophthalmic and Otic Projects
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Complex Routes of Delivery:
GI Acting Projects
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Drug-Device Combination Products
• Goal

– Methods to evaluate the impact of differences in the device 
constituent part compared to the reference listed drug

• Areas of Focus
– Role of Human Factors studies in ANDA evaluation

• Alternatives to evaluate user interface differences
– Transdermal Systems

• Key Accomplishment
– Addition of Device Advice to PSG
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Drug-Device Combination 
Products: Projects
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BE for Oral and Parenteral Generics
• Goal

– More efficient BE evaluations via waiver expansions and 
global harmonization

• Areas of Focus
– M13 Implementation 
– Strength “waivers” for modified-release (MR) products

• Key Accomplishment
– M13 finalization and Implementation in 2024
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BE for Oral and Parenteral Generics: 
Projects
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Quantitative Medicine
• Goal

– Predictive models to support more efficient BE evaluations across 
product categories

• Areas of Focus
– PBPK for local routes of delivery
– Model-integrated evidence (MIE) for long-acting injectables
– Oral Absorption models for waiver evaluations

• Key Accomplishment
– MIE meeting pilot program initiated
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Quantitative Medicine: Projects
5 New Cross-cutting projects in other sections

21 Continuing Cross-cutting projects in other sections

11 Continuing Cross-cutting projects in other sections
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AI/ML 
• Goal

– Develop AI/ML methods which FDA can use to improve the 
efficiency and consistency of scientific assessments and advice

• Areas of Focus
– Natural language processing to understand drug labels and other 

FDA data
– AI driven model development and validation

• Key Accomplishment
– Generic Drug Structured Assessment (GDSA) in review use
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AI/ML: Projects
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Summary
• We look forward to your input as we refine and 

focus our research portfolio to accelerate access 
to safe and effective generic products!
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