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Maximizing US Approval Tracker

Do you need to compare existing and emerging competitor products approved in the US? Do you want
to find out which products were approved in your field of interest? With Cortellis Regulatory Intelligence
you can quickly access a list of US New Drugs Applications (NDAs) and Biologics License Applications
(BLAs) and biosimilars approved from 1997 by the FDA, compiled into a single Excel table. The table also

includes efficacy supplements.

1. On the Cortellis Regulatory home page click Intelligence Reports tab and scroll down to Product

Approval Information.
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2. Expand Product Approval Information and click on USA.
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3. The Abstract under the Summary provides information on the scope of the document, when it was last

updated and more.

Drug Submission and Product Approval List Overview

o Report Appeoal Tracker
Orogs and Basloges

Product Assessment
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LAs), biosimilars and supplements approved from 1997 by the

se and treat rhinitis, allergic sinusitis and conjunctivitis, and bee stings.

4. To open the Excel version of the document for easy sorting and filtering, click “Download Excel”
button, or click Document, then the Toggle Side Bar icon in the upper left-hand corner of the PDF.
Click the Paperclip icon that appears to open the attached Excel spreadsheet.
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5. Filter the table as desired. Scroll to the right and click the hyperlinks under column AH, Link to Product

Approval Document, to open the NDAs and BLAs.

AH

Link to Product Approval Document
371355

371354

371354

371353

A B C D E F G H

1 |Name Active Ingredient{s) |Application/Submission Type |Application Number Active Substance Status |FDA Biological Type |FDA Chemical Type |Product Type ‘,

NUPLAZID pimavanserin sNDA 207318/012; 210793/009 |Known active substance ; Mot applicable New dosage form ; New |Drugs & Biologics

New active substance molecular entity (NME)

2

FINTEPLA fenfluramine sNDA 212102/007 Known active substance Mot applicable New dosage form Drugs & Biologics
3

FINTEPLA fenfluramine sNDA 212102/008 Known active substance Not applicable New dosage form Drugs & Biologics
4

. . . . . . . .
6. In Cortellis, all parts of the FDA review are compiled into one single PDF file, including the approval

letter, labeling and all reviews.

+ Automatic Zoom *

» Evaluation Decision

> Product Information

ﬁ/ﬁ U.S. FOOD & DRUG
ADMINISTRATION

NDA 207318/S-012
NDA 210793/S-009

SUPPLEMENT APPROVAL

Acadia Pharmaceuticals Inc.
Attention: Heather Bradley

Executive Director, Regulatory Affairs
12830 El Camino Real

Suite 400

San Diego, CA 92130

Dear Heather Bradley:

Please refer to your supplemental new drug applications (sNDAs) dated November 17,
2022, received November 17, 2022, and amendments, submitted under section 505(b)
of the Federal Food, Drug, and Cosmetic Act (FDCA) for Nuplazid (pimavanserin)

capsules and tablets.

This Prior Approval supplemental new drug application provides for labeling
changes to the Boxed Warning, Warnings and Precautions (Section 5.1), and Clinical
Studies (Section 14) to add clarifying language about the patient population in the

clinical studies.

For more information contact Customer Service at LS Product Support.
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