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Stakeholder Input Shapes
Future Generic Drug Research

 GDUFA public workshop held annually since 2012.
* This year: five sessions focused on FY2027 priority areas.

* Your feedback informs GDUFA research priorities.
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Public Health Mission, Generic Medicines,
and GDUFA Research

* Generic drugs account for over 90% of prescriptions

dispensed in the United States, but represent less than
13% of prescription drug costs.

 GDUFA research addresses scientific uncertainty that can
be hurdle to generic development and ANDA approval.
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GDUFA Research Supports Streamlined
Generic Drug Development and Review

FY2025 * FDA's bioequivalence and product quality
recommendations are communicated
{> 50 research proiects] through Guidance to Industry and

Product-Specific Guidances (PSGs).

Rl 20s * Pre-ANDA engagement and ANDA review

e 49 for complex products

-~ supported by science-grounded

e More than 800 PSGs aligned FDA
recommendations with ICH M13A gu id ance.
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Research-Enabled Complex Generic
Approvals

Recent Notable Research-Enabled Approvals:

* First generic Liraglutide GLP-1 injection products for type 2 diabetes
& for chronic weight management.

* First generic fluticasone propionate and beclomethasone
dipropionate inhalation products to Flovent and QVAR.

* Approval of Reformulated Ranitidine Tablets that mitigate
hitrosamine formation.

 Nanotechnology research supporting multiple generic approvals.
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Research Resolving Long-Standing Barriers:

Conjugated Estrogens
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Collaboration to Focus Future GDUFA
Research Priorities

* CRCG workshops supporting complex generic
science.

* Current agenda reflecting stakeholder-surfaced
research challenges.
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Your input helps shape future GDUFA
research and PSG priorities to advance access,
competition, and patient care.
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