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GDUFA Research: Why, How, and What?

HOW
➢How do we conduct research?
✓Conducting targeted research projects through 
Internal and external collaborations.

WHAT
➢What do we do with research outcomes?
✓Develop product specific guidances.
✓Facilitate generic development programs via 
addressing regulatory inquiries. 
✓Support ANDA assessment and approval.

WHY
➢What is the purpose of GDUFA research program?
✓The overall purpose is to promote generic 
development and facilitate the assessment of generic 
drugs. 



www.fda.gov 3

GDUFA Research for Supporting PSGs

➢ Before/during development of new PSGs 
o Analysis of potential research gaps can help refine the types of 

studies FDA may recommend to support a BE approach.
➢ After posting of PSGs

o Research gaps identified after a PSG can help support potential 
revisions to types of studies or methods that may be used for a 
particular bioequivalence (BE) approach for further improving the BE 
recommendation.

o Research can facilitate the assessment of particular tools/methods 
that are used to conduct BE studies. 

When do we conduct research to support PSGs?
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An Example: GDUFA Research for Supporting PSGs

➢ Levonorgestrel intrauterine system
A novel in vitro/ex vivo combination 
approach was developed based on the 
understanding on formulation design and 
drug release mechanisms. 

The research gaps  identified:
➢ Prior to PSG posting:
New statistical acceptance criteria for the in 
vivo/ex vivo study.
A modeling approach was used. 

➢ Post PSG posting:
Assessment on qualitative (Q1) sameness of 
silicone elastomers.
The possibility of using an accelerated in 
vitro drug release testing (IVRT) to replace 
the need for multiple-year real time IVRT.   
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GDUFA Research for Supporting Generic Drug Development

➢ GDUFA research publications are a valuable resource that generic 
industry can utilize to support their generic drug development program.

➢ Improved understanding of complex drug products enables FDA to 
provide more effective feedback to generic applicants via regulatory 
inquires (i.e., controlled correspondence, pre-ANDA meetings).

How does research support generic drug development?
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Examples of Publications Containing Readily Adaptable Methods

• To develop analytical methods 
for facilitating reverse 
engineering of complex 
products. 

• To help better understand 
qualitative sameness of 
complex excipients. 

• To develop new analytical 
methods to enable generic 
development of poly (lactide-
co-glycolide) (PLGA) polymers-
based products when a mixture 
of PLGAs is used in the 
formulation. 

• The properties of complex products are 
often interrelated, and not straight 
forward to measure or compare. 

• To develop new methods serving as a 
potential starting point to resolve the 
technical difficulty during development. 
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Examples of Efficient Communications via Regulatory Inquires

• Proposals to develop alternative in vitro only approach for 
establishing BE of generic methylprednisolone acetate were received 
in pre-ANDA meeting requests. 

• Based on the improved understanding obtained through 
internal/external research projects on injectable suspensions with 
particle size in micro range, we were able to agree with the proposed 
alternative in vitro BE approach and updated the PSG to ensure 
timely communications. 
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GDUFA Research for Supporting ANDA Assessment and Approval

➢ Developing appropriate acceptance criteria for determining qualitative 
(Q1) sameness of complex polymeric excipients in parenteral, ophthalmic, 
and otic products.

➢ Providing technical support during ANDA assessment to obtain approval.

How does research support ANDA assessment and approval?
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An Example: GDUFA Research for Supporting ANDA Approval
Research was conducted to investigate:
• Impact of process parameters on critical quality attributes: 

• Z. Rahman et al. Mol. Pharmaceutics. 2014, 11, 3. DOI: 10.1021/mp400484g

• Globule size distribution:
• H. Qu, et al. Int J Pharm, 2018, 538, p.215-222. DOI: 

10.1016/j.ijpharm.2018.01.012
• P. Petrochenko, et al. Int J Pharm, 2019, 550, p229-239. DOI: 

10.1016/j.ijpharm.2018.08.030
• M. Hu et al. AAPS J. 2018, 20(3):62. DOI: 10.1208/s12248-018-0212-y

• Rheology:
• P. Petrochenko, et al. Int J Pharm, 2019, 550, p229-239. DOI: 

10.1016/j.ijpharm.2018.08.030

• Drug distribution:
• Y. Dong et al. J Pharm Sci (2019) 108, 2002-2011, DOI: 

10.1016/j.xphs.2019.01.003
• Y. Dong et al. J Control Release (2019), 313, 96-105, DOI: 

10.1016/j.jconrel.2019.09.010
• Y. Dong et al. J Control Release (2020), 327, 360-370, DOI: 

10.1016/j.jconrel.2020.08.020

• In vitro drug release:
• Robert Bellantone, et al. Int J Pharm, 2022, 121521. DOI: 

10.1016/j.ijpharm.2022.121521
• Robert Bellantone, et al. Int J Pharm, 2022, 121521. DOI: 

10.1016/j.ijpharm.2022.121521
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Summary

• The GDUFA research program supports projects that improve the 
understanding of complex products/issues which promotes generic drug 
development and approval. 

• The early identification of specific scientific and regulatory knowledge gaps is 
critical for generating targeted research outcomes. 

– Proactively understand the reference product to determine any under investigated 
areas that could be critical for generic development and approval.  

– Cumulate feedback on practical challenges faced by generic applicants during 
development via regulatory inquiries. 

• New methods developed through GDUFA research can serve as a starting 
point to facilitate generic development. 
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Questions?
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