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Agenda • What is Cortellis Regulatory Intelligence?

• Live demo: use cases

• Feedback, wrap up, Q&A



What is Cortellis Regulatory Intelligence?

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

300K+ official 
documents

English 
translations for all 
native language 
documents

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

Global regulatory information, across all functions and responsibilities:

Updated 
daily

Regulatory 
experts & local 
consultants



How can I access Cortellis?

Go to this URL

Cortellis.com

• Username/password access: 
Enter your email address

• If you can’t find the Clarivate 
email with your password, click 
Forgot Password to reset

• If you are a Single Sign On 
user, click the Sign in with SSO 
button, enter your company 
name and click Go.

• Contact Customer Care from 
this link if you need help

https://www.cortellis.com/intelligence/login.do


What will we 
cover today?

Use Case 1 (Slides 6-14):

Quickly locate recent or specific inspection reports and warning letters 

Use Case 2 (Slides 15-17):

Better prepare for upcoming inspections and learn from precedence

Use Case 3 (Slides 20-28): 

Easily analyze patterns and types of violations in FDA compliance letters 

and understand inspector behaviors



Use Case 1: Quickly locate recent or specific inspection reports

Use Quick Search and the Document Type and Country/Region filters

1. In Quick Search click Document Type

2. Select Inspection Report and click Apply

3. Click Country/Region 

4. Select country of interest  (e. g. Canada) and click Apply

5. Click the blue Search button 

6. To change country/region selection: Deselect the chosen 
country, select another country and click Apply

7. Click the blue Search button to update your results
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Use Case 1: Quickly locate recent or specific inspection reports

Sorting and viewing documents

8. Click Sorted by – Authority Acceptance Date – Most Recent to 
see latest inspection reports at the top

9. Click the blue hyperlinked title to open a report of interest 
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New: Expanded Content Coverage in Inspection Reports
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Enhanced Insights with Korean GMP Inspection Reports and Canadian Inspection Reports

• Canadian Inspection Reports

• Source: Health Canada

• Scope: Covers various inspections (drug, clinical trial, 
medical device, GVP, blood, cells, tissues, and organ 
inspections) dating from 2012.

• Volume: around >310 documents as of mid April 2025

• Cortellis abstract: provides details about the 
organization being inspected and lists the observations

• Cortellis pdf: includes inspection report card summary, 
summary of observation(s), inspection outcome, 
measures taken by Health Canada 

• Korean GMP Inspection Reports

• Source: Ministry of Food and Drug Safety

• Scope: Inspections conducted at pharmaceutical 
manufacturing facilities since 2024. South Korea 
inspections can be on-site or document-based and are 
aimed at verifying the quality, safety, and efficacy of 
pharmaceutical products.

• Volume: around >160 documents as of mid April 2025

• Cortellis abstract: provides details about the 
organization being inspected and lists the observations

• Cortellis pdf: in local language and English Machine 
translation



New: Expanded Content Coverage in Inspection Reports
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Enhanced Insights with Korean GMP Inspection Reports and Canadian Inspection Reports

• Click HERE to open a sample document for Canada • Click HERE to open a sample document for South 
Korea

https://www.cortellis.com/intelligence/suite/report/regulatory/403789
https://www.cortellis.com/intelligence/suite/report/regulatory/401775


Inspection Reports for the USA and the European Union (EU)
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Get inspection-ready with FDA  and Eudra GMP &  GDP Inspection Reports in Cortellis

• FDA Inspection Reports

• Source: U.S. Food ad Drug Administration (FDA)

• Scope: FDA forms 483, EIRs (Establishment Inspections 
Reports) and correspondence requested by Clarivate 
from the FDA via the FOIA act. Coverage depends on 
what we receive by the FDA: in average 400 requests 
per year/300 reports received). Priority given to 
inspections with issued warning letters & those with 
voluntary (VAI) or official actions (OAI) indicated. 

• Volume: around >6800 documents as of mid-April 2025

• Cortellis abstract: provides overview of company 
inspected, type of inspection, inspector name and 
observations

• Cortellis pdf: reports include FDA form 483s and/or 
EIRs and/or correspondence

• EU GMP & GDP Inspection Reports

• Source: Eudra GMDP website (maintained by EMA)

• Scope: Covers non-compliant GMP inspections both 
within EU member states and internationally from 2009, 
as well as GDP inspections within EU member states 
from 2014

• Volume: around >200 documents as of mid-April 2025

• Cortellis abstract: actions to be taken are listed as 
confirmed by the national authority

• Cortellis pdf: reference documents include links to the 
full text on the Eudra GMDP website



Inspection Reports for the USA and the European Union (EU)
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Get inspection-ready with FDA  and Eudra GMP &  GDP Inspection Reports in Cortellis

• Click HERE to open a sample document for the USA • Click HERE to open a sample document for the EU

https://www.cortellis.com/intelligence/suite/report/regulatory/403789
https://www.cortellis.com/intelligence/suite/report/regulatory/284853
https://www.cortellis.com/intelligence/suite/report/regulatory/401610


Use Case 1: Quickly locate recent or specific inspection reports

Adding English keyword(s) to Quick Search finds specific inspections (e.g. company/inspector name) 

10. Enter inspector name (Example: Justin A. Boyd) to retrieve 
FDA inspections conducted by this inspector (family name might 
be sufficient)

11. Click the blue Search button to view your results

12. Optional: Add a company name to find out if the inspector 
inspected a particular company – Enter:

Justin A. Boyd and Celltrion

13. Click the blue Search button to update your results
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Use Case 1: Quickly locate warning letters and other compliance letters

Use Quick Search and the Document Type and Country/Region filters
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1. Click Document Type

2. Select appropriate type(s): warning letter, untitled letter, 
compliance letter etc. 

3. Click Country/Region 

4. Select country of interest  (USA , Canada or both) and click 
Apply

5. Optional: add English keyword(s)

6. Click the blue Search button 



Use Case 1: Quickly locate recent or specific inspection reports
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Set up Alerts to ensure you don't miss future inspection/compliance documents

1. On the results list click the Alert bell icon, use Query to get your search monitored and fill in the pop-up form

2. Change alert title and settings if desired, then click Save 



Use Case 2: Better prepare for upcoming inspections and learn from precedence

Consulting the Cortellis Compliance & Inspection Excel Trackers

1. Go to Intelligence Reports

2. Scroll down to Compliance and Inspections Trackers
listed on the left (drugs & biologics) and right (devices: USA 
only)

3. Select the desired tracker (inspections or warning letters) 

4. Click European Union or USA 

5. On the document page scroll down and click Download Excel 
to open the tracker in Excel
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Use Case 2: Better prepare for upcoming inspections and learn from precedence

EU Excel Tracker: EudraGMDP Non-Compliance Summary
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6. Sort and/or apply filters as 
desired (e.g. date, territory, activity 
type etc.)

7. Link out to associated inspections 
reports from column A



Use Case 2: Better prepare for upcoming inspections and learn from precedence

USA Excel Tracker: FDA Inspection Report Directory
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6. Sort and/or apply filters as desired 
(e.g. date, inspector, company, 
country/region, inspection, available 
records etc.) 

Optional: remove Blanks from 
Related letters to find inspections 
with a warning letter issued

7. Link out to associated 
inspections reports from column A

8. Link out to issued warning letters 
from column O



Learning 
Check

1.  Cortellis includes inspection reports for:

- USA and EU

- Canada and South Korea

- All of the above

2. Cortellis Compliance & Inspection trackers are filterable?

- Yes

- No

3. To quickly find recent or specific FDA inspections or warning letters you 

- Use Quick Search

- Consult the trackers 

- Both options will work



Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*
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Gain deeper insights, make informed decisions

- Quickly draw conclusions from the data 
with easy-to-use analytics and save time 
preparing for FDA inspections

- Easily pinpoint Warning and Untitled 
Letters by inspector, citation, date, 
recipient, type, location, and more. 

- Hyperlinks to original compliance letters 
and inspection reports

- Understand trends in citations from 1996 
through today

- Based on Power BI 

* Please note: Cortellis FDA Analytics are add-on modules,
 Access depends on your subscription.



Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*
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Easily analyze patterns and types of violations in FDA compliance letters 

1. Go to the Cortellis Regulatory Intelligence homepage

2. Click the Analytics Tools button at the top or scroll down to 
the Analytics Tools section at the bottom

3. Click on FDA Drugs and Biologics Warning and Untitled 
Letters to launch the analytics*

4. The analytics open in a new tab displaying the overview 
section that provides information about the analytics’ scope, 
terminologies and rules

5. Next, select one of the top tabs

 

* Please note: Cortellis FDA Analytics are add-on modules,
 Access depends on your subscription.



Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*
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Example: Did the number of compliance letters increase or decrease over the last 10 years? 

1. Select the Letters by Year tab. 

2. Use FDA Issuing Date filter on the right to narrow 
down: 

3. Select Advanced filtering – show items when the 
value: is on or after – enter date (example: 
4/1/2015).

4. Click Apply

* Please note: Cortellis FDA Analytics are add-on modules,
 Access depends on your subscription.



Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*
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Example: Did the number of compliance letters increase or decrease over the last 10 years? 

1. The pie chart shows total numbers of letters. Hover over to see more details

2. The bar chart shows how the letters spread over time (example: last 10 years) 

-Most letters were issued in 2020 (probably due to Covid-19), afterwards numbers 
decreased again, and levels seemed to have been stabilized now. 

* Please note: Cortellis FDA Analytics are add-on modules,
 Access depends on your subscription.



Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*
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Example: What violations are most prevalent in the compliance letters? What were the main 
concerns of the FDA?

1. Select Type of Violation(s). 

- Over the last 10 years cGMP and Adulterated products 
have been the most frequent violations
- In 2020 misbranded products were the FDA’s primary 
concern

* Please note: Cortellis FDA Analytics are add-on modules,
 Access depends on your subscription.



Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*
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Example: What violations are most prevalent in the compliance letters? What were the main 
concerns of the FDA?

2. Optional: Click within a chart (example: misbranded 
products, 2020) to drill down to a specific violation type 

3. For deeper analysis access the individual compliance and 
inspection letters from the details table underneath. Click 
Focus mode to see it full screen

* Please note: Cortellis FDA Analytics are add-on modules,
 Access depends on your subscription.



Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*
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Example: What violations are most prevalent in the compliance letters? What were the main 
concern of the FDA?

4. Click Compliance letter and/or related Inspection Report IDRAC numbers to open the associated documents in 
Cortellis 

5. Optional: Click the 3 dots at the top right of the table to export the details to Excel

* Please note: Cortellis FDA Analytics are add-on modules,
 Access depends on your subscription.



Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*
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Example: What are inspectors citing in their compliance letters? 

1. Click the Inspectors top tab 

2. There’s an inspector ranking on the left. 
Click an inspector name (example: Boyd, Justin) or 
click the number of letters (example: 13) to drill 
down to that inspector’s inspections

3. Click Focus mode next to the details table 
underneath to see them full screen

* Please note: Cortellis FDA Analytics are add-on modules,
 Access depends on your subscription.



Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*
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Example: What are inspectors citing in their compliance letters? 

4. In the details tables scroll to the right to investigate the citations in the CFR Part(s) and CFR Subpart(s) columns

* Please note: Cortellis FDA Analytics are add-on modules,
 Access depends on your subscription.



Wrap up and 
feedback

What did you find most useful that we discovered today? 

A. Using Quick Search to identify recent and specific Inspection 
reports and Compliance letters.

B. Consulting the Cortellis Compliance & Inspection Excel Trackers
to prepare for inspections and learn from precedence.

C. Using the Power BI Cortellis FDA Analytics to get even more 
insights into inspector behavior as well as patterns and types of 
violations in FDA compliance letters.



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

• Click the Support button in the
bottom right corner

• 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 cookies preferences” at the 
bottom of the screen. 



Manage Cookie preferences
Accept cookies to access the Support Center and get more insights

• Functional cookies need to be enabled to view the 
Support Center and other useful icons in Cortellis.

• We recommend accepting all cookies when you login 
for the first time or when you login again after clearing 
cache or cookies.

• Alternatively, scroll down to the bottom of the page in 
Cortellis and click on ‘Manage cookie preferences’.

• Once the pop-up Cookies preferences window 
appears, please click Functional Cookies and 
activate them. Then click Confirm my choices.
You may need to refresh the browser page to make 
the Support button and additional icons visible.



“Research shows that an average 
learner forgets 70% of what they 
learned within 24 hours… ”



© 2025 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

Thank you! Questions?

LSH.support@Clarivate.com

http://clarivate.com/
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