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Value-Add Reports - Requlatory Intelligence

Reports

The Regulatory Intelligence Reports are time-saving value-add reports created by Cortellis editors and
consultants that help with common regulatory tasks, for example, monitoring approvals, REMS, PIPs and
Waivers, guidelines and more.

You can also use them to prepare for inspections and get ready for ADCOMM meetings. Regulatory
Intelligence Reports take the form of bulletins, tracker spreadsheets and even graphs. This guide shows
how to browse and open the reports and begin benefitting from their enormous value.

Accessing the Reqgulatory Intelligence Reports

Example: Find US NDAs, BLAs and supplemental approvals in a trackable table that allows filtering by type of
molecule, therapy area, approval date, regulatory designations and more. Plus link to the approvals.
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1.Ensure the content you want to

2.Select the Intelligence
9 browse is selected*

Reports tab.

Intelligence Reports Regulatory Summaries Source Documents

3.The default is Browse
but you may also search.

» Committee Meeting Trackers

» Product Approval Information

" Drug and Biologics Registration | Product Approval Tracker

5.Click the arrows to open the
topics and the country links to
open the reports.

For this example, click “USA”
under Drug and Biologics
Registration.

ns for Orphan

*The content you see in Cortellis may

differ based on your subscription.
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Navigating the Regulatory Intelligence Reports

Cortellis Regulatory Intelligence

Drug Submission and Product Approval List Overview

Vald A36082 UsA Regulatory itelligence Report Aopeoeal Tracher

Drugs and Bologics

Product Assesument

1. Summary
2. Document
3. Reason For Update

4. Mentioned
Documents

Summary

Abstract explains the scope and
updating schedule of the document.

Set up Alerts for

email updates.

dk - I

[«

This Regulatory Intelligence Report (RIR) contains the list of New Drug Applications (NDAs), Biologics License Applications (BLAs), biosimilars and supplements approved from 1997 by the
United States Food and Drug Administration (FDA). Generics (ANDA) are out of scope of this table and are not available in CRI,

Biological Types:
- Therapeutic biologics

- Allergenics: patch tests used to diagnose the causes of contact dermatitis. Extracts used to diagnose and treat rhinitis, allergic sinusitis and conjunctivitis, and bee stings.

- Blood and blood products: blood and blood components used for ~

Last Updated Date Added Date
28-Aug-2023 09-Jan-2012

Download tables to Excel.
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2. Document

3. Reason For Update
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Cortellis Regulatory Intelligence

Tables compile key data on the product approvals into an easy-to-sort format. Find products similar to yours,
then link to the NDAs, BLAs and their supplements.

Review Category/Division Boxed Warnir ~ | MeMonGuldEJnms |~ |Pediatric Us ~ |[FDA ~ | FDA Supply ional '~ |Link to Product Approval -
Oncology products Yes Yes No No Non-efficacy Provided for updating the ODOMZO 370273
d Prescribing (P1)
including revisions in section 13
Post-Marketing Activities | Yes. No No No Non-efficacy Provided for changes to the excursions  [370269
[ in the storage inthe
Prescribing Information, Patient
Clinical Evaluation Hematology No No No Yes Non-efficacy Provided to revise the US Prescribing 370265
supplement Information (USP1) warning statement
related to anaphylaxis, addition of
Oncology products No No No No Non-efficacy Provided for updates based on safety 320232
supplement updates Core Safety Information (CCS1),
comparative analysis in CCSI, and post-
Antiviral products No No No Yes Non-efficacy Provided to update the Prescribing 370226
i that no dosage adjustment of
VEKLURY is recommended for the
Psychiatry products Yes Yes No No Efficacy-labeling Provided for revisions to subsection 84 370219
change with clinical  |Pediatric Use of the Prescribing
data Information (P1) to include information
Viral Products No No No Yes Non-efficacy Provided to include a revised Lot Release [370205
supplement Protocol and Package Insert consistent
with those reviewed and approved under
Viral Products No No No ves ficacy to include the use of Sterile 370172
supplement Diluent prefilled syringes, manufactured
and located for reconstitution of
Gastroenterology products No No No Yes Original approval Original approval 370171

Explore all that the Regulatory Intelligence Reports have to offer by using the Browse function and
reading the Abstracts to understand what value the documents bring. Some highlights are below.

» Committee Meeting Trackers and Expert Profiles

* FDA Advisory Committees

* FDA Workshops

ADCOMM

Meeting
Coverage

> EMA Scientific Committee Member Overview | Expert Profiles

» European Procedure Fees Trackers

v

v

v

v

v

v

v

Fees for Decentralized Procedure

Fees for Mutual Recognition Procedure

Fees for Renewal under Decentralized Procedure

Fees for Variations under Mutual Recognition Procedure

Compliance and Inspection Trackers

Fees for Decentralized Procedure | Generic Medicinal Product

Fees for Mutual Recognition Procedure | Generic Medicinal Product

Fees for Renewal under Mutual Recognition Procedure

Tables of

inspection

documents

* FDA Inspection Report Directory and EudraGMDP Non-Compliance Summary

* FDA Warning Letter Directory

» Product Approval Information I

* Drug and Biologics Registration | Product Approval Tracker Tables of US and
* Combination Product Registration | Product Approval Tracker EUPIPS and
Waivers

v

Pediatric Studies | Product Approval Tracker

v

Regulatory Authority Product Approval Trends | Summary Charts

v

Risk Management System Tracker

Tables of US and EU REMS

v

EMA CHMP Referral Opinions | Opinion Tracker

EMA Committee for Advanced Therapies | Classification Recommendations

v

EMA Committee for Orphan Medicinal Products | Public Summary of Opinions for Orphan
Designation

* EMA Harmonisation of Risk Management Plans Project (HaRP) | Assessment Report
Directory

> EU HMA Pediatric Public Assessment Report | Assessment Report Tracker

* EU HMA PSUR Work Sharing Summary Assessment Report | Assessment Report Tracker

For more information contact Customer Service at LS Product Support.
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