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Agenda 30 mins + 15 mins Q&A

• Introduction
• Live demo
• Follow-up and Q&A



What is Cortellis Regulatory Intelligence?

81 countries and regions 
Drugs & Biologic and
75 Medical Devices & IVDs

290K+ official 
documents

All documents 
translated to English

8K+ value-add regulatory  
reports, analyses and 
global comparisons 

Global regulatory information, across all functions and responsibilities

Updated 
daily

Regulatory 
experts & local 
consultants



Scenario
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I am responsible for labeling policy/strategy, and I need to:

1. Track US and EU labels by drug, disease, regulatory designation and more

2. Compare packaging and labeling requirements across multiple countries; 

for example, are Mandatory Warnings or Braille language required?

3. Discover curated reports providing the guidance I need on labeling policy 

plus link to source documents and English translations

4. Understand the competition – find approved drugs for thousands of 

indications globally



Cortellis 
label 
coverage

Cortellis contains US and EU Labels because the FDA 
and EMA publish labels within their approval packages

• Approvals documents for these countries are also in 
Cortellis:

• China, Japan, Singapore, Taiwan, Switzerland, Brazil, 
Canada and coming soon, UK

• Since labels are not included in these countries' 
approval documents, they are not included in 
Cortellis



Cortellis Landing Page

Click the “Go to…” button to access Cortellis Regulatory Intelligence



Cortellis Regulatory Homepage
Start searching through all documents, click the tabs to browse value-add tables, reports and 
summaries or access the Cortellis Weekly Alerts newsletter.



Find US and EU labels by drug, disease, regulatory designation and more
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Quick Search – drug name

Find US and EU labels for Breyanzi.

1. Go to Quick Search on the Home 
Page

2. Type BRYANZI into the keyword 
search box

3. Select Document type filter and 
select the approval documents.  

Breyanzi is a biologic so for the US 
select Original Approval – BLA and 
Supplemental Approval – BLA and for 
the EU, EPAR.

For small molecules in the USA 
choose Supplemental Approval – 
NDA and Original Approval - NDA

5. Click Apply and click Search



Find US and EU labels by drug, disease, regulatory designation and more
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Quick Search – drug name

1.Click the title to open the document

2. Select Document

3. Click Labeling in the table of contents



Find US and EU labels by drug, disease, regulatory designation and more
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Quick Search – indication

Find all EPARs for an a 
disease/indication e.g., large b-cell 
lymphoma

1. Type “large b-cell lymphoma” into the 
keyword box

2. Open Document Type folder and 
select EPAR

3. Click Apply and Search

Results found using Quick Search are 
very targeted as Quick Search only 
searches the Titles, Abstracts and Reason 
for Update sections of the whole report – 
not the entire document PDF.



Find US and EU labels by drug, disease, regulatory designation and more
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Quick Search – indication

Set up an Alert

1. Click the Alert icon

2. Name the search in the pop-up and 
click Save



Search entire documents – including labels

15

Source Document Search

Find all US Labels that mention 
Wernicke’s encephalopathy

1. Type “Wernicke’s encephalopathy” 
into the keyword box

2. Select Document Type filter and 
Supplemental Approval – NDA and 
Original Approval – NDA

3. Click Apply and Search



Compare packaging and labeling requirements across countries
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Comparison Tables

Are Mandatory Warning 
and Braille Language 
required?

1. Use the Filter tool to find 
the Comparison Tables 
with Labeling in the title

2. Choose Package Labeling 
Requirements



Compare Package and Labeling Requirements
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Comparison Tables

1.Click the filter icon to 
filter to only desired 
countries 

3.Scroll to the right to 
reveal more data

4. Click three dots to 
reveal more information

4.Link to official 
documents and 
Regulatory Summaries



Dive Deep into Labeling requirements for a country

18

Regulatory Summaries

1.Click Regulatory 
Summaries 

2.Scroll down to Labeling, 
Packaging and Product 
Information Requirements

3.Click your country, e.g.; 
USA



Dive Deep into Product Information for a country
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Regulatory Summaries
1.Consistent Q&A format 
across all countries/regions 
provides expert, consistent 
guidance for each country

2.Link to official documents

3. Export and set up Alerts 
from the icons in the upper 
right-hand corner



English Translations of Source documents
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Machine Translations

1.View at the top what type of 
translation is available for that 
document

2.Scroll to the Document

3.Click the Machine Translation 
Document icon and select 
preferred format to open



English Translations of Source documents
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Human Translations

1.View at the top what type of 
translation is available for that 
document

2.Human Translations will be 
indicated by either Cortellis 
Translation, Authority Official or 
Authority Unofficial

3.The translation will be 
contained in the document with 
the native language version



Assess the competition – find approved drugs for thousands of indications globally
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Product Approval Trackers – Brazil, Canada, China, EU, Japan, 
Switzerland, Taiwan and USA

1.Go to the Regulatory Intelligence 
Reports

2. Scroll down to Product Approval 
Information

3. Click the country link to open the 
tables



Assess the competition – find approved drugs for thousands of indications globally
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Product Approval Trackers cover Brazil, Canada, China, EU, 
Japan, Switzerland, Taiwan and USA

Click Download Excel to open the tables



Assess the competition – find approved drugs for thousands of indications globally
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Product Approval Trackers – Brazil, Canada, China, EU, Japan, 
Switzerland, Taiwan and USA

Filter the tables  by Therapeutic area, 
Application/Submission type and more



Assess the competition – find approved drugs for thousands of indications globally
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Product Approval Trackers – Brazil, Canada, China, EU, Japan, 
Switzerland, Taiwan and USA

Compare Submission Dates  and Approval 
Dates to understand how long approvals are 
taking and filter to Regulatory Designations



Assess the competition – find approved drugs for thousands of indications globally
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Product Approval Trackers – Brazil, Canada, China, EU, Japan, 
Switzerland, Taiwan and USA

Filter to find products with Boxed Warnings, 
Med Guides and REMS

Click the links to view the Approval 
Documents 



Assess the competition – find approved drugs for thousands of indications globally
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Cortellis Competitive Intelligence

Search on over 2,000 global 
indications

Use country filters to find 
products globally



New - Summary Intuitive Search
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Search across countries on questions in the Summaries

1. Click Summaries

2. Click Search

3. Start typing in a question from the 
Summaries

4. Select question from the drop-
down



New - Summary Intuitive Search
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Search across countries on questions in the Summaries

1. Us filters to narrow down, e.g.; use 
My Country Filter under 
Countries/Region

2. Click Expand all to view answers 
on the page

3. View Countries on the left



Feedback 
poll/Wrap-
up

What did I learn that will support me the most in my role?

1. Running searches and setting up alerts – track US and EU labels by drug, disease, 

regulatory designation and more

2. Comparison Tables - compare packaging and labelling requirements on 80+ countries, 

for example, are Mandatory Warnings or Braille language required?

3. Regulatory Summaries - curated reports providing the guidance I need on labeling 

policy

4. Human and machine English translations – available for every valid source document

5. Access the competition – find approved drugs for thousands of indications globally

My additional feedback on Cortellis/today’s training is:



Get assistance with Cortellis
In-product guidance to assist you with your questions

• Click at the question mark at the
bottom of the screen

• Help & contact us – contact
Customer Care

• Guided tours – walk through the
Cortellis platform

• Training resources – recorded
trainings, Quick guides and short
videos

• Ask the Expert (on Regulatory
homepage)

If not visible, please enable functional cookies 
under “Manage cookie preferences”. 



© 2023 Clarivate

Clarivate and its logo, as well as all other 
trademarks used herein are trademarks of their 
respective owners and used under license.

clarivate.com

About Clarivate

Clarivate is the leading global information services provider. We connect people and organizations to intelligence they can trust to transform their 
perspective, their work and our world. Our subscription and technology-based solutions are coupled with deep domain expertise and cover the areas 
of Academia & Government, Life Sciences & Healthcare and Intellectual Property. For more information, please visit clarivate.com

Beth.Wise@Clarivate.com

Thank you! Questions?

http://clarivate.com/
mailto:Beth.Wise@Clarivate.com
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