ply U.S. FOOD & DRUG

ADMINISTRATION

Office of Generic Drugs Keynote

Sally Choe, Ph.D.

Director, Office of Generic Drugs

Center for Drug Evaluation and Research
U.S. Food and Drug Administration

Generic Drug Forum
April 26, 2022

www.fda.gov



Generic Drug Program
2021 At a Glance

OFFICE OF GENERIC DRUGS

2021
* Approvals/tentative approvals, controlled ANNUAL REPORT

correspondence, complete response letters, pre- Ensuring High-Quality, Affordable Generic Drugs

are Available to the American Public
At
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ANDA meetings, and more

* Advancing bioequivalence and generic drug
assessments

* Policies that support the efficient development of
generic drugs

e Evaluating generic drugs and monitoring generic drug
safety
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Office of Generic Drugs 2021 Annual Report

www.fda.gov 2


https://www.fda.gov/drugs/generic-drugs/office-generic-drugs-2021-annual-report

Generic Drug Program
Product-Specific Guidances (PSGs)

Scientific advice to assist generic
drug product development

* 149in 2021

* 54 PSGs for complex products
Almost 2000 total

Product-Specific Guidances for Generic Drug Development

www.fda.gov

U.5. FOOD & DRUG

ADMINISTRATHOH

FDA PRODUCT-SPECIFIC
GUIDANCE SNAPSHOT

What is a Product-Specific Guidance?

Sanca HOT, Prodisct-Spacfic Guidances |PSGs)
provide recommandations. on individual drug
products to the pharmacoutical industry for
dewaloping genaric drug products.
PEGs describe FDA's curront thinking on the
wlim nooded to domonstrato thata goreric drug
is therapeutically equivalent to the referencs lissed
drug [RLO] produst.
As of June 203, nearly 1,900 PSGs hawe boan
published. FDA provides information on the PSG
program bo tha genaral public which can be found at

Why are PSEs Important?

PSEs amist the generic pharmaceutical industry

with identifiying tha most appropriate methodology

and approaches for their genenic drug darclopment

programs, including in vivo andjor in vitro

hnnq-*u[ﬂﬂmrlu. Various waer options
Classification

!u—nl.m!uurl:drl]p'ud dwnlnpmrl.

|I'-11nt timaly approval of AMDA submissions and
nereased drug compsfditicon, improving patient

::clnhllj‘lqt:ﬂ':ﬂ:hlhﬂnnm

What is the Timeline on P56
Development for Newly Approved I:lrugs?‘



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

Generic Drug Program
2021 Science & Research

~$20 million in generic drug science
and research programs awarded

* 6 new contracts and 10 new grants

e continued to fund 10 ongoing grants
and 20 ongoing contracts

www.fda.gov

CENTER FOR DRUG EVALUATION AND RESEARCH

FY 2021 GDUFA SCIENCE
AND RESEARCH REPORT
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Generic Drug
User Fee Amendments (GDUFA)

GDUFA | GDUFAIII

2012 - 2017 2018 — 2022
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