Generic Drugs

Have questions about
generic drugs? R

Get the facts i

In the United States, 9 out of 10 prescriptions filled are for generic drugs. Increasing the
availability of generic drugs helps to create competition in the marketplace, which then helps to
make treatment more affordable and increases access to healthcare for more patients. Learn
more about the EDA Drug_Competition Action Plan. (/drugs/guidance-compliance-regulatory-

information/fda-drug-competition-action-plan)

The FDA's Office of Generic Drugs (OGD)_(/about-fda/cder-offices-and-divisions/office-generic-
drugs) within the Center for Drug Evaluation in Research ensures high-quality, affordable
generic drugs are available to the American public by following a rigorous review process that

includes:

Managing the regulatory process to facilitate drug approvals,

Establishing science initiatives to research generic drugs,

Publishing data and reports on generic drug development and review, and

Offering educational materials and information.

Overview & Basics (/drugs/generic-drugs/overview-basics)

Information about the generic drug review process, FDA standards and pricing,

and answers to frequently asked questions
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Industry Resources (/drugs/generic-drugs/industry-
resources)

JElectronic submission forms, requirements, guidance, reports, and other
resources to help facilitate generic drug applications and approvals

Approvals & Reports (/drugs/generic-drugs/approvals-
reports)

First-time generic drug approvals, generic drug application review metrics, and
Generic Drugs Program reports

Science & Research (/drugs/generic-drugs/science-research)

% FDA generic drug regulatory science initiatives, research priorities and reports,
public workshops, and opportunities for collaboration

Patient Education (/drugs/generic-drugs/patient-education)

Infographics, brochures, handouts, posters, presentations, PSAs, and articles
about generic drugs for educators, health care professionals, and consumers

More from the Office of Generic Drugs

o Complex Generics News (/drugs/generic-drugs/complex-generics-news)

o Generic Drugs Program Activities Metrics (/industry/generic-drug-user-fee-

amendments/generic-drugs-program-monthly-and-quarterly-activities-report)

+ Recent First Generic Drug Approvals (/anda-approval-reports)

+ Office of Generic Drugs (OGD) Annual Reports (/drugs/generic-drugs/annual-reports )

o Generic Drug_User Fee Amendments (/generic-drug-user-fee-amendments)

Back to Top

A
Top ()

APOTEX_EX1028 PGR2026-00034 Page 2


https://www.fda.gov/drugs/generic-drugs/industry-resources
https://www.fda.gov/drugs/generic-drugs/industry-resources
https://www.fda.gov/drugs/generic-drugs/industry-resources
https://www.fda.gov/drugs/generic-drugs/approvals-reports
https://www.fda.gov/drugs/generic-drugs/approvals-reports
https://www.fda.gov/drugs/generic-drugs/approvals-reports
https://www.fda.gov/drugs/generic-drugs/science-research
https://www.fda.gov/drugs/generic-drugs/science-research
https://www.fda.gov/drugs/generic-drugs/patient-education
https://www.fda.gov/drugs/generic-drugs/patient-education
https://www.fda.gov/drugs/generic-drugs/complex-generics-news
https://www.fda.gov/drugs/generic-drugs/complex-generics-news
https://www.fda.gov/industry/generic-drug-user-fee-amendments/generic-drugs-program-monthly-and-quarterly-activities-report
https://www.fda.gov/industry/generic-drug-user-fee-amendments/generic-drugs-program-monthly-and-quarterly-activities-report
https://www.fda.gov/industry/generic-drug-user-fee-amendments/generic-drugs-program-monthly-and-quarterly-activities-report
https://www.fda.gov/anda-approval-reports
https://www.fda.gov/anda-approval-reports
https://www.fda.gov/drugs/generic-drugs/annual-reports
https://www.fda.gov/drugs/generic-drugs/annual-reports
https://www.fda.gov/generic-drug-user-fee-amendments
https://www.fda.gov/generic-drug-user-fee-amendments
https://www.fda.gov/drugs/buying-using-medicine-safely/generic-drugs

Was this page helpful? * (required)

Yes

No

Submit

B= An official form of the United States government. Provided by Touchpoints

A
Top ()

APOTEX_EX1028 PGR2026-00034 Page 3


https://touchpoints.digital.gov/
https://touchpoints.digital.gov/
https://www.fda.gov/drugs/buying-using-medicine-safely/generic-drugs



