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* Orange Book overview

 How to navigate the Orange
Book website

* Orange Book information and
resources
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Overview of

the Ora nge  List of safe and effective Drug products
Book approved under Section 505(c) and 505(j)(7)(A)
of the Federal Food Drug and Cosmetic Act
(FD&C Act)

e Contains information on which drug products
can be substituted for another

www.fda.gov



Information * Drugs not approved for both safety and

Not Included effectiveness
— Pre-1938 drugs not subject to pre-market

in the clearance procedures

Orange Book

— Drug products marketed between 1938 and 1962
that have not completed the Drug Efficacy Study
Implementation (DESI) process

* Unapproved products e.g., compounded products,

OTCs marketed under monograph, and dietary

supplements

* Biologics License Applications (BLASs)

www.fda.gov



Information Updates to the
Orange Book

e Daily (Website and App)
— Generic drug approvals and patents
 Monthly (Website, App, and Publication)

— NDA approval, exclusivity, firm name change, active ingredient,
discontinuation, strength, dosage form, route, therapeutic
equivalence (TE) code, trade name

* Annually (Website, App, and Publication)
— Annual Orange Book Edition Publication

www.fda.gov A » == 5



Available Formats
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Orange Book Website
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Approved Drug Products with Therapeutic
Equivalence Evaluations | Orange Book

f in &8 i o o

D Agpeavals and Datadases

Background Conten carrent us o

Sascurces for Infosmation Ihe publication Approved Drug Products with Therapeutic Equivalence
Agproved Diugs .

Evaluations (cc nown as the Omange Book) identifies dm oducts approved

n the basis of safet vd and Drug Admintstration (FDA) undes

the Federal Food. Dm Act) and related patent and exclusivity
information. Far more information on the Orange § r ae th
Orange Book Preface

Search the Orange Book Database

Search approved drog prodocts by active ngredient, proprietary nsme, applicast, appheation number, dosage

form. route of & nistration or patent numbes

Jump to:
o Orar Book Py
o Orange Book Patent & E
* Additional Orange Book Resources
* Related Guidance and Reference
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http://www.fda.gov/orangebook

SEARCH THE ORANGE BOOK DATABASE

- paome

W5 A ocial wetede of e U

iRy U.S, FOOD & DRUG

Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
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We've updated our mobile apy
Additional information aad resources for the Orange Book Downioad Orange B

Search by Proprietary Name, Active Ingredient or Application Number

Search by Applicant (Company)
Search by Dosage Form (Tor example: TABLET)

Search by Route of Administration (for example: ORAL)

Search by Patent Number

View Newly Added Patents or Delistad Patents

www.fda.gov




Orange Book Publications, Supplements,
and Appendices

* Orange Book Annual Edition (PDF)

* QOrange Book Preface (HTML)

* Orange Book Current Cumulative Supplement (PDF)

* Appendix A: Product Name Index (PDF)

* Appendix B: Product Name Sorted by Applicant (PDF)
* Appendix C: Uniform Terms (PDF)

www.fda.gov 9


https://www.fda.gov/media/71474/download
https://www.fda.gov/drugs/development-approval-process-drugs/orange-book-preface
https://www.fda.gov/media/72973/download
https://www.fda.gov/media/71494/download
https://www.fda.gov/media/71502/download
https://www.fda.gov/media/71523/download

% Orange Book Patent Listing Dispute
List (PDF)

Orange Book
Patent &

List of Patent Use Codes and Definitions

Exclusivity
Information

List of Exclusivity Codes and
Definitions — includes lists of codes with
numbers and codes without numbers.

@ Frequently Asked Questions on Patents
and Exclusivity

www.fda.gov 10


https://www.fda.gov/media/105080/download
https://www.fda.gov/media/105080/download
https://www.accessdata.fda.gov/scripts/cder/ob/results_patent.cfm
https://www.accessdata.fda.gov/scripts/cder/ob/results_exclusivity.cfm
https://www.accessdata.fda.gov/scripts/cder/ob/results_exclusivity.cfm
https://www.fda.gov/drugs/development-approval-process-drugs/frequently-asked-questions-patents-and-exclusivity
https://www.fda.gov/drugs/development-approval-process-drugs/frequently-asked-questions-patents-and-exclusivity

FAQs: Patent and Exclusivity
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Frequently Asked Questions on Patents and
Exclusivity

f n e B3

Developrrert & Apraed
Process | Drage

Exclusivity ' PFp—

1. What iz the diffars

y What inforinasion related to pediatric exclusivty is

i=ted in the Qrange Book?

14 patent and

7, How is an NDA holder notified it their apphication

pived 3 period of exclusivisy?

g Developorest Tood 50T

Duuifcation Programs

Patents

8, When should an NDa holder subenit patent

Frequently Asked Questions on Patents and Exclusivity
www.fda.gov 11



https://www.fda.gov/drugs/development-approval-process-drugs/frequently-asked-questions-patents-and-exclusivity

Additional * Frequently Asked Questions on The Orange Book

* QOrange Book Data Files (compressed .zip file) —
Orange Book includes additional information, such as descriptions
Resources of data fields in the Orange Book Search

* Additions/Deletions for Prescription and OTC Drug
Product Lists

 Reference Listed Drugs by ANDA Reference Standard
List (PDF)

* Pre-Hatch-Waxman Abbreviated New Drug
Applications (PANDA) in the Orange Book (PDF)

www.fda.gov 12


https://www.fda.gov/drugs/drug-approvals-and-databases/frequently-asked-questions-orange-book
https://www.fda.gov/media/76860/download
https://www.fda.gov/drugs/drug-approvals-and-databases/additionsdeletions-prescription-and-otc-drug-product-lists
https://www.fda.gov/media/103879/download
https://www.fda.gov/media/103879/download
https://www.fda.gov/media/151443/download
https://www.fda.gov/media/151443/download

2y U.S. FOOD & DRUG

ADMINISTRATION

Orange Book FAQs

Q Search = Menu

~Home /

Drugs / Develppment & Aparo

Drug Approvals and Databases

Resources for Information |
Approved Drugs

Drwo Approvals and Databases Frequently Asked Duestions on The Qrangs Book

Frequently Asked Questions on The Orange Book

f shan in Link Ema &= Print

1. How often is the Orange Book updated?

Content current as of:

2, How do I obtain the Orange Book? 02/05/2020

3. How do 1 use the Electronic Orange Book to find approved generic drugs?

{. Lwant drug information not found in the Orange Book. How do I go about getting it?

. How often is the Orange Book updated?.
Since February 2005, we have been providing daily Electronic Orange Book (EOB)
product information for new generic drug approvals, Daily generic updates provide
the consumer with the current list of approved generic products which is important
for substitution purposes. Previously, a first-time-generic product approved early in
the month would not be published in the EOB for several weeks.
The monthly EOB update goal is by the end of the following month’s second work
week (e.g., November's EOB will be updated by the end of the second full work week

in December).

www.fda.gov

Frequently Asked Questions on The Orange Book
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https://www.fda.gov/drugs/drug-approvals-and-databases/frequently-asked-questions-orange-book
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How to Convert Text Format to Excel
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Related Guidance and References
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*Guidance for Industry:
« QOrange Book Questions and Answers (July 2022)
« Evaluation of Therapeutic Equivalence (July 2022)
« Referencing Approved Drug Products in ANDA
Submissions (October 2020)
« Marketing Status Notifications Under Section 5061 of the
Federal Food, Drug, and Cosmetic Act (August 2020)

‘Reference standard data updates to the Orange Book (January
2017)

*Biologics Price Competition and Innovation Act (BPCIA) of
2009:
- BPCIA Orange Book Transition Edition (PDF)
* “Deemed to be a License” Provision of the BPCI
Act (April 2020)
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/orange-book-questions-and-answers-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/evaluation-therapeutic-equivalence
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/referencing-approved-drug-products-anda-submissions-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/referencing-approved-drug-products-anda-submissions-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-status-notifications-under-section-506i-federal-food-drug-and-cosmetic-act
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-status-notifications-under-section-506i-federal-food-drug-and-cosmetic-act
https://www.fda.gov/drugs/drug-approvals-and-databases/fda-introduces-reference-standard-data-updates-orange-book
https://www.fda.gov/media/136324/download
https://www.fda.gov/drugs/guidance-compliance-regulatory-information/deemed-be-license-provision-bpci-act
https://www.fda.gov/drugs/guidance-compliance-regulatory-information/deemed-be-license-provision-bpci-act

Challenge Question 1

 The Orange Book data files include approved drug products,
exclusivity, and unexpired patents in text and pdf files?

A.TRUE
B.FALSE

www.fda.gov

16



Challenge Question 2

What should | do if my drug product is not listed in
the Orange Book?

A. Search the Orange Book database

B. Send E-mail to OrangeBook@fda.hhs.gov
C. Search the Orange Book Preface

D. Band C

E. All the above

www.fda.gov 17


mailto:OrangeBook@fda.hhs.gov

www.fda.gov

The Orange Book identifies drug products approved on
the basis of safe and effectiveness by the FDA

The website is accessible at www.fda.gov/orangebook

The Orange Book Website is not just a database, but it
holds ample information and resources relating to the

Orange Book

Users can access the Orange Book downloadable data

files, which is updated monthly and can be converted by
Excel

18


http://www.fda.gov/orangebook

Questions? N

Contact [IE

OrangeBook@fda.hhs.gov.
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