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Addressing COVID-19*

Approvals that improved access to critical COVID-19 treatments:

e 69 COVID-related original ANDAs
e 1000+ COVID-related supplements

e Development of ANDAs During the COVID-19 Pandemic — Questions and Answers

e Protecting Participants in Bioequivalence Studies for ANDAs During the COVID-19
Public Health Emergency

e Review Timelines for Applicant Responses to Complete Response Letters When a
Facility Assessment Is Needed During the COVID-19 Public Health Emergency

Public Presentations

e COVID-19 Impact on Generic Drug Regulation and Evaluation
e Addressing Common Challenges in Bioequivalence Studies Due to COVID-19
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-abbreviated-new-drug-applications-during-covid-19-pandemic-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/protecting-participants-bioequivalence-studies-abbreviated-new-drug-applications-during-covid-19
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/review-timelines-applicant-responses-complete-response-letters-when-facility-assessment-needed

GDUFA Il Commitments

ANDA prior
approval
supplements

ANDA original
applications

Controlled Product-Specific
Correspondence Guidance

www.fda.gov
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https://www.fda.gov/news-events/press-announcements/fda-brief-fda-reaches-milestone-competitive-generic-therapy-drug-approvals

Notable Generic Approvals in FY2021

Glucagon for Injection pz?ckaged Gl ucagon for Injection péckaged e 12/28/2020
in an emergency kit inan emergency kit
Irritable b I synd ith tipati
Linaclotide Capsules Linzess Capsules rritable owe' s'yr‘m romt?W| cc')ns '|pa 'on 2/9/2021
and chronicidiopathic constipation
Apremilast Tablets OtezlaTablets Moderate to severe plague psoriasis 2/18/2021
Hydrocodone Bitartrate . .
H laERTablet S 3/1/2021
Extended-Release Tablets e aviets SVerSpain /1
Ibrutinib Capsules Imbruvica Capsules Mantle cell lymphoma (MCL) 3/31/2021
Enzalutamide Capsules Xtandi Capsules Prostate cancer 5/14/2021
. . . Multiple myeloma, anemia, and certain
Lenalidomide Capsules Revlimid Capsules 5/21/2021
lymphomas
Tofacitinib Tablets Xeljanz Tablets Certaintypes of arthritis and ulcerative colitis 6/1/2021
Varenicline Tablets Chantix Tablets Smoking cessation 8/11/2021
Linagliptin Tablets TradjentaTablets Type 2 Diabetes Mellitus 8/31/2021

www.fda.gov



Product-Specific Guidances (PSGs)

* Scientific advice to assist generic Product-Specific Guidances for Generic Drug
Development

drug product development

* Revisions driven by science and
r e S e a r C h Search Product-Specific Guidances for Generic Drug Development

To further facilitate generic drug product availability and

in Unkedin | &% Email | & Print

. to assist the generic pharmaceutical industry with
o 1 3 5 P S G S I n F Y 2 1 identifying the most appropriate methodology for
developing drugs and generating evidence needed to | by
support ANDA approval, FDA publishes product-specific ay FDA PRODUCT-SPECIFIC
PY 0 guidances describing the Agency’s current thinking and CUIDANCE SNAPSHOT
5 3 ( 3 9 A) ) P S G S fo r C O m p I eX expectations on how to develop generic drug products
therapeutically equivalent to specific reference listed

products

Increased transparency on product-specific guidances
gives applicants seeking to develop generic drugs a better

[} 2 O P S G S r OV i d e d a m O r e effi C i e n t opportunity to efficiently allocate resources. The agency
p aims to ensure that policies and regulations — and
scientific standards — keep pace with the science of
B E a r O a C h equivalence. Improving patient access to high quality
p p and affordable medicines supports FDA’s mission to
advance the public health.
FDA Product Specific Guidance

Y N eW P S ( S n a S h Ot i n f O r a h i C The agency routinely posts and revises product-specific Snapshat (PDF 150KB)
guidances. FDA always seeks feedback and considers all

www.fda.gov 7
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FDA’s Pre-ANDA Program

Reduce time from Communicate with

Address complex :
development to P prospective

scientific issues .
NEGE applicants

Help applicants
develop more Clarify regulatory
complete expectations
submissions

www.fda.gov



The Center for Research
on Complex Generics

research and laboratory

webinars workshops

training projects

www.fda.gov

Scholars
program
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Recent Workshops
‘ Sept. 2021

‘ e Advancing
Aug. 2021 Generic Drug
‘ IVRT and IVPT Development:
June 2021 Methods: Best Translating
: Practices and science 10
Generic Drug S Approval
AR S8 Regulatory Science Sae_n.tlflc . e Regulatory Utility
e Generic Drug Initiatives Public Con5|derat|o.ns. for of Mechanistic
Forum 2021: Workshop ANDA Submission Modeling to
Lifecycle of a Support
Generic Drug Alternative BE
Approaches

www.fda.gov 11


https://sbiaevents.com/gdf2021/
https://www.fda.gov/drugs/news-events-human-drugs/fy-2021-generic-drug-science-and-research-initiatives-public-workshop-06232021-06232021
http://complexgenerics.org/IVRTIVPT/
https://www.fda.gov/drugs/news-events-human-drugs/advancing-generic-drug-development-translating-science-approval-09212021-09222021
http://www.complexgenerics.org/PBPK2021/

Global Engagement

ICH Generic
Drug Discussion
Group and ICH

Parallel
Scientific Advice
with European

International
Pharmaceutical

Generic Drug

it M13 Expert Global Cluster Regulators

Medicines _ Programme
Agenc Working Working Groups
BENCY Group g p

www.fda.gov &



Upcoming Events

GDUFA Ill Public Meeting

Generic Drug User Fee Amendments

f Share in Linkedin | % Email & Print

On August 18, 2017, the President signed into law the Food and Drug Administration
Reauthorization Act (FDARA), which includes the reauthorization of the Generic Drug
User Fee Amendments (GDUFA) through September 2022. Congress first enacted GDUFA
in 2012, following negotiations between the FDA and industry and with input from public
stakeholders. Congress enacted GDUFA to ensure patients have access to safe, high-
quality, and affordable generic drugs. GDUFA enables FDA to assess industry user fees to
bring greater predictability and timeliness to the review of generic drug applications.

This page features news and information for industry and stakeholders about GDUFA, its

www.fda.gov

Establishing the
Suitability of
Model-
Integrated
Evidence to
Demonstrate
Bioequivalence
for Long-Acting
Injectable and
Implantable Drug
Products
Workshop

/

CENTER FOR RESEARCH ON

COMPLEX
GENERICS
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https://www.fda.gov/drugs/development-approval-process-drugs/gdufa-iii

www.fda.gov

"

il

Stay Informed

FDA’s GDUFA and Generic Drugs Updates listservs:

ublic.govdelivery.com/accounts/USFDA/subscriber/new

Webinars

¢ FDA Product-Specific Guidances: Lighting the Development Pathway for
Generic Drugs
e Common Labeling Deficiencies and Tips for Generic Drug Applications

DN e First Generic Drug Approvals

» Report of the Generic Drugs Program (Monthly Performance)

14


https://public.govdelivery.com/accounts/USFDA/subscriber/new
http://www.fda.gov/drugs/fda-product-specific-guidances-lighting-development-pathway-generic-drugs-05052021-05052021
http://www.fda.gov/drugs/news-events-human-drugs/common-labeling-deficiencies-and-tips-generic-drug-applications-05072021-05072021
https://www.fda.gov/drugs/generic-drugs/science-research
https://www.fda.gov/drugs/generic-drugs/approvals-reports
https://www.fda.gov/anda-approval-reports
https://www.fda.gov/drugs/abbreviated-new-drug-application-anda/generic-drugs-program-activities-report-monthly-performance
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