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Generic Drug Program

» Approvals/tentative approvals, controlled
correspondence, complete response letters, pre-

2021 At a Glance

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

www.fda.gov

Office of Generic Drugs 2021 Annual Report
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OFFICE OF GENERIC DRUGS

2021
ANNUAL REPORT

Ensuring High-Qua ||l, Affor ,l ¢ Drug
are Available to the Am ‘tlu.



https://www.fda.gov/drugs/generic-drugs/office-generic-drugs-2021-annual-report
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Generic Drug Program FDA PRODUCT-SPECIFIC
GUIDANCE SNAPSHOT

Product-Specific Guidances (PSGs) ot et i i

Since 2007, Product-Specific Geidances {PSGs]
provide recommandations on indwidual drug
products to the pharmaceutical industry for
daveloping genaric drug products.

PSGs describe FOA's current thinking on the
evidence naodad to demanstrate that 2 ganenc drug
is therapoutically oqusvalant to tha raference Rstod
drug [RLD) product.

As of June 2021, nearly 1,900 PSGs have bean
publishad. FDA provides information an the PSG

e Scientific advice to assist generic e L i
drug product development

* 149in 2021

* 54 PSGs for complex products L

Development for Newly Approved Drugs?

As 2 commitmaent undar the Genaric Drug User Fee
Amendments [GOUR] of 2017, FDA ssues PSGs for
0% of non-complar New Chemic ities [NCEs] that

2 are approved on/aftor Octaber 1, 2017, 3
. A | m O St 000 tota I prior o the sarliest allowable ANDA submission data

FDA ssues PSGs for complox products 25 soon as
scientific recommeandations are avadable.

Further information on the GDUFA commitmant can be

Product-Specific Guidances for Generic Drug Development
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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



Generic Drug
User Fee Amendments (GDUFA)

GDUFA | GDUFAIII

2012 - 2017 2018 — 2022
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Generic
Drug
Program
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Thank Youl!
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