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. - FOA
Maintaining Excellence .

@ Operational Excellence

» Maintained assessment performance across programs despite disruptions

Regulatory Review Performance

+ >90% on-time performance across ANDA submissions and
amendments”®

* >90% on-time completion for GDUFA controlled correspondence™*

28 Organizational Strategies
« Expand capacity: career development & crossing training

* Leverage innovation: Knowledge-Aided Assessment and Structured
Application (KASA) & Al tools

* https://www.fda.gov/industry/generic-drug-user-fee-amendments/generic-drugs-program-fiscal-year-2025-activities-report
** https://www.fda.gov/about-fda/fda-track-agency-wide-program-performance/fda-track-generic-drug-user-fee-amendments-performance-generic-drug-applications-and-supplements
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Introducing FDA PreCheck

_ FDA - x -
A Two-Phase Approach PRECHECK

FDA’s Strategy -
Comprehensive program to accelerate high-priority o gl T _
new manufacturing facilities in the U.S. D PRE
U.S. drug
manufacturing 0 5
Core Feature -
. e, ® o * W
Proactive engagement before facilities become :
FDA launches PreCheck pilot
ope rationa | program to strengthen domestic
pharmaceutical manufacturing
Target _ il
New domestic manufacturing facilities for critical AT nices PreCheck
medicines and supply chain strengthening implementation roadmap



Key PreCheck Dates i

‘An official website o e Liited Stah

Regulations.gov

9/30/25... Public meeting

NOTICE 2 Share -

Onshoring Manufacturing of Drugs and Biological Products; Public Meeting; Request for Comments
Posted by the Food and Drug Administration on Aug 8, 2025

10/30/25... Written comments due

B Document Details = Document Comments 11

2/1/26... Program launch

FDA Launches PreCheck Pilot Program to

Decument ID . .
- ] Strengthen Domestic Pharmaceutical
3/1/26 Submission dead|i
Comments Receive:
/ / eee u I S S I O n e a I n e Mur;‘nenans - Agency Now Accepting Requests Lo Participate in Initialive Lo Cnhance Regulatory

Prediciatdity and Streamline New Manufaciuring Facility Assessment

Document Det

4/1/26... FDA selects finalists T

Oet
The U5, Food ane Drug Adminisirston todsy began accepling requests 1 particlpate In
Federal Register Numbe the FOA Preheck plot program. FOA FreChesk |s cesigned to strengihen the comestic

e PRMIEGEUTIGE! SUBpIY Ghaln by Increasing reguiatory prodictsbiity, Bclitmng the
. Document Subtype © construction of MAnUFACING 405 IN the U_5., 3nd Stresmiining aspects of
7 I Z 6 E n a e r ' I e n t S e I n squest P MENLtECrng Taclity 388ES3Ments In acvance of a spaclic procuct
LN ] Received Date @ appicalion.
fus 2 *afier 3 years of giebalists fking pharmaseulizsl manufscuring oerseas, Sie FOA i
More Detals taking ba s In brirg it fmck,” said FOA Commissionar Marty Makary, M.0., M.EH.

*The PreChesk program is ane of seversl powerful incentives we ae pravkding ta make
the U5, pharmacedlics: marufeciuing sector more resilient and compettie.”

The agency will seact an nttlal cohort of new phamaceutizal manutacturing taciites snd
begin conducting PreCheck - i

signmenl with ralic

15 far thee LS. mrarke, and innavitian i faciliy cevelopment. Additiaral prority

aticn will be: greeen 1o Faciilies produs ical medcalions far the LS. markel.




Nitrosamines: Collaborative Approach to Patient Safety

Our Shared Commitment:

Addressing nitrosamine impurities while ensuring
continued patient access to needed medicines

Requires: Control of Nitrosamine

* Following FDA's nitrosamine guidance Impurét:iedznlclz foHr‘]‘:(?i?rmegs

* Assessing risks and conducting confirmatory testing

 Implementing mitigation strategies Reco;‘;ﬁin‘ﬁi’i\l‘”ﬁ‘able

aKc S

Nitrosamine Drug Substance-

Recent Updates Related Impurities (NDSRIs)

Guidance for Industry
* August 2025 Progress Report S D

* FDA reviewing submissions

Engagement Opportunities

* Direct communication —
* GDUFA Public Workshop (June 2026) —




FOA
CDER’s Quality Management Maturity (QMM) Program .

Investment in robust quality management has long been
credited as a key factor for business success.

e il E

IN THE 1950S, QUALITY MODERN RESEARCH CONFIRMS OPQ WHITE PAPER (JULY 2025):
MANAGEMENT EMERGED AS A CORE THAT STRATEGIC INVESTMENTS IN QUALITY MANAGEMENT INITIATIVES
COMPONENT OF MODERN QUALITY MANAGEMENT YIELD IN THE PHARMACEUTICAL INDUSTRY

MANUFACTURING. POSITIVE RETURNS.


https://www.fda.gov/media/187861/download?attachment
https://www.fda.gov/media/187861/download?attachment

QMM Program Updates

2024 Prototype Assessment Protocol Evaluation Program
(Cohort 1)

v" Completed 9 assessments

v" Prototype assessment tool distinguished differences in
maturity

2025 Prototype Assessment Protocol Evaluation Program
(Cohort 2)

v 9 assessments planned (7 completed)
v Refined the prototype protocol

2026 Prototype Assessment Protocol Evaluation Program
(Cohort 3)

v February 2026: Federal Register Notice soliciting volunteers



https://www.federalregister.gov/documents/2026/02/11/2026-02768/voluntary-quality-management-maturity-prototype-assessment-protocol-evaluation-program

ng Gener
Research Supporting Generic Drug Development

I:roec:;l;fcitc- Pre- ANDA Approval
P ANDA Assessment 4
Guidance

Guidance Technical Advice Review Support Regulatory Confidence

CDER Research

Tool fficiently eval mplex .
Q 001s Fo N c ently evaluate comple E Research spans the product lifecycle
generic equivalence >

° Results shared via publications, meetings
In-house labs conduct hands-on research ;“.% . P ! BS,
and guidance



Research in Action: Advancing Generic Drug Science

Critical Quality Attributes

Globule Size

Osmolalit
Distribution ¥

Zs Zeta . 5
- . Viscosit
* . Potential o ’ Y

Surface
H
Tension 0 P

Example: Cyclosporine ophthalmic emulsion research

Peptides & oligonucleotides
* New equivalence assessment approaches

Inhalation products
* Performance testing methodologies

Topical and transdermal
* Bioequivalence strategies

Long-acting implants and injectables

* |In vitro characterizations and in vivo
prediction

Nitrosamine risk mitigation
* Analytical and formulation strategies

* Belenos A, et al. Product quality research for developing and assessing regulatory submissions for generic cyclosporine ophthalmic emulsions. AAPS J (2023)

10
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