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What is Cortellis Regulatory Intelligence?

=

documents

Updated O +
daily [

English
translations for all
native language

2 Clarivate”

8K+ Value-add regulatory

300K+ official D
- reports, analyses and
documents 'Q global comparisons

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

Regulatory
experts & local
consultants



How can | access Cortellis?

Go to this URL

Cortellis.com

' Cortellis

Cortellis

Accelerate life sciences
innovation

Cortellis unlocks hidden insights in data and accelerates
innovation through a suite of life science intelligence solutions
spanning discovery and clinical development through =

regulatory submission and commercialization. B ¢ |f yO U Ca n ’t fi n d th e C I a rivate
Current subscribers can log on to the right. B rocevond @ email With yOur password, CliCk
Forgot Password? Need help with login? FO rg Ot Pa SSWO rd to reset

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

» Username/password access:
Enter your email address

Not yet a subscriber?

Learn more

‘ ﬂ Sign in with S50

System Requirements

e Contact Customer Care from
this link if you need help

C Clarivate”


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

What will we
cover today?

Quickly locate recent or specific inspection reports and warning letters

Better prepare for upcoming inspections and learn from precedence

Easily analyze patterns and types of violations in FDA compliance letters
and understand inspector behaviors
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Use Case 1: Quickly locate recent or specific inspection reports

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

Quick Search

- Advanced search
= Filter
Country/Region Topic Document Type Document Category Date Translation Status All other filters

Q

510(k) (39328) Guideline (37277) EPAR (29273) Supplemental Approval - NDA (14062) Meeting (13558) Federal Register Anng
Public Comment (8234) Press Release (8205) Regulation (7878) Product Miscellaneous (7642) Wary|
Information Note (5416) Curriculum Vitae (5355) Decree (4877) Order (4488) Questions & Answers (4060) Opinion (3898)

Cancel Apply

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

Quick Search Quick Search
- Advanced search| - Advanced searc
= Filter
Translation Status All other filters Reset Filters ic Date Translation Status All ather filters Reset Filters
Q
Country/Region Country/Region
USA (6829) Canada (314) European Union (210) South Korea (166) USA (6829) Canada (314) European Union (210) South Korea (166)
2 Clarivate”
Cancel Apply Cancel Apply




Use Case 1: Quickly locate recent or specific inspection reports

Sorting and viewing documents

Regulatory = All Results

314 results

I Refine Search ~

= Filter

@B Sideby Side Viewer

Switch to Comparison Tables

Topic Document Type Document Category Date Translation Status All other filters RH

4t Sorted by Relevance =

15 Customize Columns =]
Summary ~ Relevance
19-5ep-2024 Title
—
L] I\E Country/Region
08-Aug-2023 Authority Acceptance Date
en ) (D IDRAC Number
S
05-Nov-2024 v CA

-

Lowest to Highest &

AtoZ *
AtoZ ¥
Most Recent s
Most Recent @
Oldest

c, 19-5ep-2014

FGVP) Inspections:
\ug-2023

Good PHarmacowgl[ance Practices (GVP) Inspections:

Mission Pharmacal Company, 04-05-Nov-2024

Showing 1-10

Abstract

Inspection of:Celgene Ind
Country:Canada Type of
Sponsor Reference/Cont

Inspection of:HUMMN Pha
Province: Manitoba Coun
Establishment: Not appli

Inspection of:Mission Ph

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

15 Customize Columns ~

Summary

10-Feb-2025

CA

CA

CA

CA

4t Sorted by Authority Acceptance Date ~

Title

Medical Device Inspections: 6112919 Canada Lté. DBA
Oxygéne Médical Plus, 23-Jan-10-Feb-2025

Drug & Health Product Inspections: TJP Labs Inc., 13-
21-Jan-2025

Medical Device Inspections: 2864024 Ontario Inc. (Dba
Rapid Test Canada), 25-Nov-02-Dec-2024

Good Pharmacovigilance Practices (GVP) Inspectio
Laboratoire Lalco Inc., 20-22-Nov-2024

Abstract

Inspection of:6112919 Canada Lté. DBA
Oxygéne Médical Plus Province:Quebec
Country:Canada Type of Establishment:

Inspection of: TIP Labs Inc.
Province:Ontario Country:Canada Type of
Establishment: Distribute (Pharmaceutical)

Inspection of:2864024 Ontario Inc. (Dba
Rapid Test Canada) Province: Ontario
Country:Canada Type of Establishment:

Inspection of:Laboratoire Lalco Inc.
Province: Quebec Country:Canada Type of
Establishment: Not applicable

Province: Not applicable

2 Clarivate”




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

2 Clarivate”

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
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
I* Government  Gouvermement

of Canada du Canada

v Medical device inspections
report card summary

Home = Health = Drug_and health products ﬂ
Measures taken by Health [ ing and manitering drug and healh i 0
Cﬂnﬂdﬂ > Drug.and health product inspecliens Machine Translated Document
Enfii it AR Medical device inspections report _ o+ so% : - - ar
: . card summa = °
EUFT'ITTIEW' of observations ry Preview Download | View on Sid
Some fields may be left blank (e.g., previous licence(s), MDEL status, (English) (English) by side
risk classification, enforcement actions, etc.) as historical
R - - ’ . Eltlltg UHQI HI}_i EII%*I‘ JE.IIJ Disclaimer:
information has yet to be entered into the database or the action(s)
) AUTOMATED TRANSLATIONS POWERED BY
have not transpired. GOOGLE are not modified or altered by Clarivate

and are provided "as is" without warranty. Any

R | 1 ‘ HIEi Eg‘ discrepancies or differences created in the
Inspectlon report card summary ) . :’?nzlatior are rjot bim:ling'and have no legal
) ;;;.“ = A l%l : Mundlpharma Pharmaceuticals Ltd effect for compliance or enforcement purposes. If
PR . . - any questions arise related to the accuracy of the
Initial inspection deficiencies report O A x‘H X] : Dhali Industrial Area, Othellou ]_3—]5’ Nicod translated information, please refer to the official

source language version.

Establishment Reference Inspection Type of  Inspection 2540. Cyprus
name number  startdate inspection rating |2 ‘ AHEA HR
2864024 0967113F 2024-11-25 Domestic- Non-

O AR 2AF ; TokRxH Fo ol To]okx o] O I
Ontario Inc. New - compliant O Aat £X GEAM, Ale0zels F TelokE So] QhAdo] et
Dba Rapid Test Onsite Al 877930 mhep £ %E FeA|E 49 GMP £4 %
Canada 52 FASH] Ystel A%F AAR T2 YAZAIE LA

O AlAL A : BAUAT
Inspection outcome O AAl 717F - 2024.11.26. ~ 2024.11.28. (3Y)
O A

The inspection resulted in a 'non-compliant’ rating. A non-compliant
inspection rating means that at the time: of the inspection the
company’s licensable activities did not comply with the Food and

Drugs Act and its Medical Devices Regulations. If a company receives
0 CI ° t ™ a non-compliant inspection rating the company’s licence may be
a rlva e suspended. The inspection rating considers the risk classification of all

canzde 2334



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

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 (OAl) 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

2 Clarivate”

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
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Inspection Reports for the USA and the European Union (EU)
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

Summary

Abstract

District Decision: OAl

-

Region: Foreign Inspection

Inspector: Justin A. Boyd

environmental conditions, cle

Inspection of: Celltrion, Inc {Incheon, Republic of Korea)

Type of Establishment: Drug Manufacturer

Observations: Deviations observed in: Unexplained discrepancy; procedures designed to prevent microbiological contamination of drug products;
ning and disinfecting the equipment; manufacturing process; laboratory records: appropriate controls aver comput

Food and Drug Administration Establishment Inspection Report

Summary

Abstract

This document provides the GMP non-compliance report concerning the Maithili Life Sciences Private Limited.

The National Competent Authority of Belgium confirms the following action to be taken:

* Requested Variation of the marketing authorisation(s)
* Recall of batches already released

s Prohibition of supply

» Suspension or voiding of CEP (action to be taken by

-

> EIR

FDA 483

= EIR
FDA 453

Date Assigned: 05/16/2017
Firm Name & Address:  Celltrion Inc. , Yeonsu-gu , Plant 1: 23 Academy-Ro Incheon City

Inspection Start Date: 05/22/2017 Inspection End Date: 06/02/2017,

Firm Mailing Address:  yeonsu-Gu, Plant 1: 23 Academy-Ro. Incheon City .406-840, Korea (the Republic of)

FEIL: 3005241015 JD/TA: County: Est Size: Unknown
Phone: District: I0G Profiled: Yes
Conveyance Type: % Interstate: Inspectional Responsibility:

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OF FICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION —

Food and Drug Administration, CDER Inspection Assessment Branch May 22-26 and May 29-June 2, 2017
10903 New Hampshire Avenue Bldg. 51, Room 4316

[FETNUMBER
3005241015

Silver Spring, MD 20993 Phone: 1-301-796-3254

Industry Information: www.{da gov/oc/indusiry

WAME AND TITLE OF INDIVIDUAL TO WHOW REFORT 15 TSSUED
TO: Myung Keun Oh Senior Vice President of Global Quality, Operation Division

FiRM NAME STREET ADDRESS
Celltrion Inc. 23 Academy-ro, Yeonsu-gu
_STATE AND ZIP GODE TYPE OF ESTABLISHMENT INSPECTED

[ncheon, 22014, Republic of Korea Sterile Injectable Drug Product and Drug Substance Manufacturer

Reference Document
Insights from autharities and organizations

2 Clarivate”

GMP Non Compliance Report: Maithili Life Sciences Private Limited, 13-
Jan-2025
(European Union)

[Reason for update Date [Reason for update description
[New 2025-03-10
1. Content

* Non-Compliant Manufacturing Operations
* Non-Compliant Manufacturing Operations - Active Substances

2. Link to Full Text
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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)

Quick Search
= Filter

Country/Region Topic Document Type Document Category Date Translation Status All other filters

Country/Region

% Refine Search ~

Justin A. Boyd and Celltrion / -

= Filter

Country/Region Topic Document Type Document Category Date Translation Status All other filters Re

2 Clarivate”

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

Inspection of: Celltrion, Inc (Incheen, Republic of Korea)

. . ) Region: Foreign Inspection
@R Side by Side Viewer Showing 1-1 of 1 results
Type of Establishment: Drug Manufacturer

13 Customize Columns ~ it Sorted by Authority Acceptance Date = Inspector: Justin A. Boyd

District Decision: OAl

Summary Title Abstract
Observations: Deviations observed in: Unexplained
discrepancy; procedures designed to prevent
02-Jun-2017 v us Celltrion, Inc, 22-May-02-Jun-2017: EIR, FDA 483 Inspection of: Celltrion, Inc (Incheon, microbiological contamination of drug products; aseptid
Republic of Korea) Region: Foreign processing areas regarding the system for monitoring
B ( E \ Inspection Type of Establishment: Drug

12



Use Case 1: Quickly locate warning letters and other compliance letters

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

Quick Search

= Filter

Document Category Date Translation Status

Country/Region Topic Document Type
'h Warning Letter . Untitled Letter . Compliance Letter . Motice of Compliance with

comp|

Conditions . Compliance Program Manual

Advanced seg

All other filters Reset Filters

Country/Region

USA (8830) Canada (131)

S

Cancel Apply

C Clarivate”

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

dN Side by Side Viewer Showing 1-10 of 8,902 results
0I5 Customize Columns ~ 41 Sorted by Authority Acceptance Date ~
Summary Title Abstract
25-Mar-2025 v us Warning Letter: Americo F. Padilla, MD., 25-Mar-2025 This inspection is a part of the FDA's
Bioresearch Monitoring Program conducted
B I/'E'xl at the clinical site of Americo F. Padilla, MD
21-Mar-2025 v us Warning Letter: EpiCare Acquisitions, LLC, 21-Mar-2025 An FDA inspection of EpiCare Acquisitions,
LLC (Lawrenceville, New Jersey) determined
EN | RD | that the firm manufactures the EpiCare-
21-Mar-2025 v us Untitled Letter: Taiho Oncology, Inc., 21-Mar-2025 This letter informsTaiho Oncology, Inc.
(Princeton, New Jersey), that the Office of
B I/'E'xl Prescription Drug Promotion (OPDP) of the

13



Use Case 1: Quickly locate recent or specific inspection reports
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

s

huthority Acceptance Date ~

Title

Global Calcium Pvt Limited., 29-Jul-02-Aug-2024: FDA
483

Biocon Biologics Limited, 15-26-Jul-2024: FDA 483

Showing 1-10 of 49 results

Abstract

Inspection of: Global Calcium Pvt Limited

(Tamil Nadu, India) Region: Foreign
Inspection Type of Establishment: AP

Inspection of: Biocon Biologics Limited

(Karnataka, India) Region: Foreign

Previous Version

N/A

Last Updated Date

10-5ep-2024

10-5ep-2024

e N .

Save and Alert on

= o

Query Reports

54

= Title

h |

Save Search Query

Justin A. Boyds inspections

C Clarivate”

Details

Query Justin A. Boyd
ContentSet Regulatory
Filters 4 Filters Applied

A~ Create Alert

Format Frequency
Daily
Share Weekly
claudia.haas@clarivate.com Monthly
Cancel Save

14




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

Consulting the Cortellis Compliance & Inspection Excel Trackers

Regulatory 1. Go to Intelligence Reports

i 2. Scroll down to Compliance and Inspections Trackers
Al Comparison Tables " Intelligence Reports listed on the left (drugs & biologics) and right (devices: USA
only)

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

» Compliance and Inspection Trackers

¥ FDA Inspection Report Directory and EudraGMDP Non-Compliance Summary 4, C||Ck European Union or USA

European Union, s < 5. On the document page scroll down and click Download Excel
¥ FDA Warning Letter Directory to Open the traCker in Excel

USA h

Summary

Abstract

This Regulatory Intelligence Report (RIR) contains all FDA inspection documents obtained by Cortellis through FDA FOIA request office.
FDA inspection documents include the following reports:

- Establishment Inspection Report (EIR): detailed record of an inspection written by FDA inspectors after each inspection conducted.
- FDA Form 483: when an investigator has observed any violations of the Food, Drug, and Cosmetic (FD&C) Act and related Acts, a Form 483 is sent to the company. This is a summary of the deficiencie
the inspection to bring the company into compliance. Sometimes, if no

-

Last Updated Date Added Date
04-Apr-2025 30-Jul-2007
Document

None English q [ Download Excel
2 Clarivate” 15




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

EU Excel Tracker: EudraGMDP Non-Compliance Summary

1 |Link to Inspection Report - | Issuance Date - |GMP/GDP Complian - [Insp Ending Date |- |Inspecting National Competent Authority - |Inspected Company |- |Inspected Individui - Ei
B89020 16-Aug-2024 GMP 29-May-2024 Netherlands Anhui Bayi Chemical 2] sotAtoz
Industry Co. Ltd. 7| sotZtoh
Sort by Color >
12
381723 06-Mar-2024 GMP 10-Nov-2023 Finland Liaoyuan City Baikang
Pharmaceutical Co. Ltd. N7 Clear Filter From "Inspected Territory”
o7 Text Filters N >
381722 12-Feb-2024 GMP 25-Aug-2023 France Haimen Pharma Inc. I |
] /M) (Select Al ~
-] Austria
[ Brazil
25 -[]Bulgaria
¥ " " - [ Canada
321154 07-Nov-2019 GMP 06-Sep-2019 Croatia NCPC Hebei Huamin China
Pharmaceutical Co. Ltd. [ Cyprus
{.[] Czech Republic
i1 Denmark e
60 —
Cancel
321005 17-0ct-2019  |GMP 27-Jun-2019 France Jiangxi Dongfeng | Concel |
oL el s
H | ] K
Inspected Territo.7| Type of Inspected Activity ~|Nature of Non-compliance ~ |NCA Proposal/Action to Take v
China General fi e During the inspection 1 critical and 7 major Suspension/voiding of CEP ; Other
Manufactu 2| sotZtoh deficiencies were found: Critical: 1 The inspection
i=] (o}
synthesis j| *¥ ™ revealed a substantial number of severe GMP
Sort by Color violations in various areas. This indicated not only
a substantial lack of GMP knowledge by the firm,
China General fir The inspection team identified 25 deficiencies Prohibition of supply ;
Manufactdy against EU GMP. Of these, one was classified as  |Suspension/voiding of CEP
synthesis critical and found in the area of data integrity
controls in the QC laboratory. In addition, five
Text Filters N deficiencies were classified as major and related
China Non sterile | quality % || |Four critical deficiencies were raised : 1) poor Other
testing - (Select All Search Results) | |handling of deviations (3 recorded in 2022, 0 in
[ Add current selection to filter 2023). However, inspectors noticed 7 incidents
Extraction of active substance fro§ lwhich should lead to deviations, such as rust on
traction of active substance fro. § | o5 posaconazole punches, inner of coating pan
- eneral finishing steps: active sut — - " - o
China General fir eneral finishing steps: active sul This inspection was carried out in the framework |Prohibition of supply ; Requested
Manufacty eneral finishing steps: active sut of the EDQM inspection programme on 2 — 6 variation of marketing authorization ;
synthesis eneral finishing steps: active sul ,, September 2019. Scope of the inspection was Suspension/voiding of CEP ; Other
(> CI Y ™ ; Quality © i ) > Cefotaxime sodium, sterile (CEP 2014-197). The
i inspection revealed 31 deficiencies in total. Out of
arivate | o o _
China Manufactu —IJ QOverall,28 deficiencies were observed during the |Prohibition of supply ; Recall of

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

16



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

USA Excel Tracker: FDA Inspection Report Directory

1 |Link to Inspection Report - |Inspection Starting Date| - |Inspection Ending Date - |FDA Inspector -T|FDA District Office ~|Center Company or Individual Inspected - -I: 1
aa [391733 . . 17—:ep—2024 £ 27—2&;}—2024 zi SO ATOZ = oreign Inspection CDER Biocor:l Sd‘; Bhd . 6 ° SO rt a n d/o r a p p Iy I Ite rs as d eSI red
gg (389555 29-lul-2024 02-Aug-2024 7| sontZtan Foreign Inspection CDER Global Calcium Pvt Limited (e . g . d ate, i ns p ec‘to r’ com pa n yl
107 [390138 15-Jul-2024 26-lul-2024 Sortby Color N Foreign Inspection CDER Biocon Biologics Ltd. . . . .
173 [383774 25-Apr-2024 03-May-2024 Foreign Inspection CDER Eugia Pharma Specialities Ltd. (e{0]V] ntr’y/ re g 1oN , NS pe Ctl on , aval |a b | e
184 [383132 15-Apr-2024 23-Apr-2024 Foreign Inspection CDER Zydus Lifesciences Ltd.
291 (378888 22-Jan-2024 02-Feb-2024 || 52 Cler Filter From "FDA Inspector® Foreign Inspection CDER Eugia Pharma Specialities Ltd. reco rd S etc. )
303 (287796 5-lan-2024 19-lan-2024 Foreign Inspection CDER Brassica Pharma Pvt. Ltd.
382 (375295 12-0ct-2023 20-0ct-2023 Text Filters » [Foreign Inspection CDER Kilitch Healthcare India Ltd
391 (373169 03-0ct-2023 12-Oct-2023 | oy = Fore!gn Inspect!on CDER Panace-a BIOTE.C Pharma l‘tl.fl. . O ptl O n a | : re m OVG B Ia n ks fro m
304 [395689 03-0ct-2023 10-Oct-2023 Foreign Inspection CDER Fresenius Kabi Oncology Limited
464 [402531 07-Aug-2023 15-Aug-2023 5"ES:;EZﬁg:::;r:ﬂ?:;ut‘ﬁiIter Foreign Inspection CDER Amman Pharmaceutical Industries Re | ate d | et‘te rs ‘to f' n d | ns pe C‘ti ons
533 [367441 01-May-2023 12-May-2023 Boyd, Justin A, Foreign Inspection CDER Intas Pharamaceuticals Ltd. . . .
506 [394819 06-Mar-2023 14-Mar-2023 : EEZ::'.::\:E:Q,E Foreign Inspection CDER Regeneron Ireland DAC wit h a warnin g | et‘te I ISSU ed
673 [378079 19-Jan-2023 27-1an-2023 Foreign Inspection CDER Baxter Pharmaceuticals India Pvt Ltd
720 358687 22-Nov-2022 02-Dec-2022 Foreign Inspection CDER Intas Pharamaceuticals Ltd.
gp7 (254149 16-Aug-2022 26-Aug-2022 Foreign Inspection CDER Cipla Ltd.
947 [354159 03-Aug-2022 12-Aug-2022 B : nen 2l ettt
1116[357614 12-May-2022 20-May-2022 |m\ Fl Country/Regid ~ | Type of Establishment Inspected |~ |Project Area ~ | District Decision - |Inspection Ty| - | Available Records ~ | Related Letters Ei
1140[254193 02-May-2022 10-May-2022 rooyasasTT India Drug manufacturer Drug quality assurance Official action indicated  |Not available 483 4] sortAtoz
India Drug manufacturer Drug quality assurance Official action indicated  |Not available 483 7| santZtoa
India Drug manufacturer Drug quality assurance Official action indicated  |Not available 483 Sort by Color N
India Drug manufacturer Drug quality assurance Official action indicated  [Not available 483
. . Jordan Drug manufacturer Drug quality assurance Official action indicated  [Not available 483
7 . |_| N k (@) ut to aSSOCI ate d India Drug manufacturer Drug quality assurance Official action indicated ~ [Not available 483 N2 Clear Filter From "Related Letters”
. . India Drug manufacturer Drug quality assurance Official action indicated  |Not available 483 Filter by Color >
INs pe Ctl onsre po rts fro m CO | umn A India Drug manufacturer Drug quality assurance Official action indicated  |Not available 483 Text Filters 5
India Drug manufacturer Drug quality assurance Not available Mot available 483 -
8 . I_i n k (@) u‘t 'to iss ue d warn i n g |e'tte rs South Korea Drug manufacturer Drug quality assurance Official action indicated  |Not available EIR ; 483 ﬁm - l
Germany APl manufacturer Drug quality assurance Official action indicated  |Not available 483 322;?3 (\(\x:::::g :zzg .
fI’O m CO | umn O Japan APl manufacturer Drug quality assurance Official action indicated  |Not available 483 368911 (Waming Ietter)
Japan Drug manufacturer Drug quality assurance Official action indicated  [Not available 483 33; m::::g :zzg
Hungary Drug manufacturer Drug quality assurance Official action indicated ~ |Not available 483 387630 (Warning letter)
Italy Drug manufacturer Drug quality assurance Official action indicated  |Not available 483 389161 (Warning letter)
United Kingdom |API manufacturer Drug quality assurance Official action indicated  |Not available 483 :“?;(i'lli)(\'\farnmg letter) v
Italy API manufacturer Compliance: devices Official action indicated  |Not available 483
India Drug manufacturer Drug quality assurance Official action indicated  |Not available 483 |ﬂ|
India Drug manufacturer Drug quality assurance Official action indicated  |Not available ST
(> Clarivateﬂ‘I India Drug manufacturer Postmarket surveillance Voluntary action indicated | Not available M 217894 (Warning letter] 17
Italy Drug manufacturer Drug guality assurance Not available Not available f283 211114 (Warning letter)




Learning
-  USAand EU
CheCk - Canada and South Korea

- All of the above

- Yes

-  No

- Use Quick Search
- Consult the trackers

- Both options will work
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Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*

Gain deeper insights, make informed decisions

- Quickly draw conclusions from the data

with easy-to-use analytics and save time
M M M Overview Letters by Year Activit Citation Patterns CT Compliance Letters cGMP Compliance Letters Inspectors eset Filters = Filters
preparing for FDA inspections ] ] ] J ) (e 9

FDA Drugs and Biologics Warning and Untitled Letters

Q  search

This view provides a chart that displays all Issuing Divisions/Offices/Centers listed by name and number of letters.
Select segment(s) of the Issuing Divisions/Offices/Centers chart to visualize the relevant most cited recipient names with specifics provided in the details table

- Easily pinpoint Warning and Untitled -

Filters on all pages

Lette rS by i n S p e Cto r-l Citati O n ! d ate ! Issuing Office/Centers Activity Top Recipients - — ‘F;TA;]UIJPE"(S) )

recipient, type, location, and more. coer rits 1102 S— o e
Office of Prescription .. 979 Novartis 29 7 26 FDA Issuing Date ¥
Foreign Inspection 429 Plizer 36 B

- H link iainal li | cocr. |EHTNETAN 257 Bristol-Wyers Sauibb 34 Complace e ..
yperlinks to original compliance letters New Jrsey Distrct o, [NEEZI 205 Merck & Co. Y =

Inspection End Date

d M . Florida District Office 192 Hoffmann-La Roche Inc. 22 5 27 is (Al
and inspection reports B
B Inspection Start Date
Dallas Distrit Office 5 Smithiline Beecham Pharma.. 2 b
. . . New Orleans District ... 126 Abbott Laboratories 1 10 21 Jssuing Division/Office.. ~
- Understand trends in citations from 1996 New York Disiic Offce. RSN 127 Sehering Laboratories z1 i a1
San Francisco District .. [ 123 atlergan I N Letter Type -
th rou h tod a Minneapolis District .. K 109 Pharmacia & Upjohn 17 is (Al
g y Atlanta District Office 106 GD Searle & Co. 12 [l s Recipient Country/Ter...
Detroit District Office m 100 Boehringer Ingelheim Pharma... 12 3 15 s (Al
B d P B | 0 500 1,000 0 5 10 13 20 25 E 35 fecpenitame ¥
- a s e O n OW e r Number of letters Number of letters
§ X 3 ) Recipient US State
Letter Type @ Untitled Letter @Warning Letter Letter type @ Untitled Letter @ Warning Letter is (All

Compliance Letter Inspection Report  FDA Issuing Date Issuing Letter Type Recipient Name  Recipient US State Recipient Type of Violation! Subject
is (All)

IDRAC Number IDRAC Number Division/Office/Center Country/Territory
-

Type of Viclation(s) -

404349 March 25,2025 | CDER Warning Letter | Americo F Padilla Drugs Bioresearch monitoring program o
is

MD/Miami Dade Medical
Research Institute

* Please note: Cortellis FDA Analytics are add-on modules,
Access depends on your subscription.
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Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*

Easily analyze patterns and types of violations in FDA compliance letters

1. Go to the Cortellis Regulatory Intelligence homepage

Regulatory i snaiyics Took 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
Analytics Tools Letters to launch the analytics*

4. The analytics open in a new tab displaying the overview
ah I 2 section that provides information about the analytics’ scope,
terminologies and rules

FDA Drugs and FDA Drugs and
Side by Side Viewer Biologics Warning and Biologics Advisory
Untitled Letters Committee Meetings 5. NeXt, select one of the tOp tabs

FDA Drugs and Biologics Warning and Untitled Letters

m Letters by Year Activity Citation Patterns CT Compliance Letters c¢GMP Compliance Letters Inspectors

SCOPE OF THE FDA DRUGS AND BIOLOGICS WARNING AND UNTITLED LETTERS ANALYTICS MODULE

* Please note: Cortellis FDA Analytics are add-on modules,
Access depends on your subscription.
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Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*

Example: Did the number of compliance letters increase or decrease over the last 10 years?

FDA Drugs and Biologics Warning and Untitled Letters

N
Overview Letters by Year ‘ Activity Citation Patterns CT Compliance Letters cGMP Compliance Letters T Inspectors

FOA Issuing Date -
is (All)
1. Select the Letters by Year tab. Filter type = Filters »
2. Use FDA Issuing Date filter on the right to narrow Advanced filtering v Q. Search
down: Show items when the value
3. Select Advanced filtering - show items when the is on or after v Filters on all pages
value: is on or after - enter date (example: 412015 - CFR Part(s) v
8 is (All)
4/1/2015). . -
. CFR Subpart(s) e
4. Click Apply 12 00 | AM v s (All)
FDA Inspector(s) ~
® and O oOr is (All)
W
Apply filter

* Please note: Cortellis FDA Analytics are add-on modules,
Access depends on your subscription.
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Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*

Example: Did the number of compliance letters increase or decrease over the last 10 years?

FDA Drugs and Biologics Warning and Untitled Letters

285

Letters by Year

‘ Activity w Citation Patterns 1 CT Compliance Letters T ¢GMP Compliance Letters W Inspectors W [RESF-“ Filters (3] = Filters >

Q, Search

This view provides charts on the total volume and volume per year of FDA Warning and Untitled Letters by category (Letter Type, Subject, Type of Violation(s), Issuing Division/Office/Center, Recipient US State, Recipient Country/Territory
and Citation Frequency).
Select any chart segment(s) from the annual breakdown to display the related rows in the details table.

Filters on this visual

Letter Type a
[ Subject } ( Type of Viclation(s) ) {Issuing Divisl'nn/OFfi:e/Cznler] [Re:ipl'ent us Sta!e) [Re:ipient Cnuntrleerritnry] Untitled Letter Warning Letter is (Al
i Letters
Total Number of FDA Warning and Un* = : &7 - Letters by Year is (All)
Letters
300 26 172 180

Filters on all pages

CFR Part(s)
is (All)

— 0.17K (8.57%)

CFR Subpart(s)
is (All)

Date Year 2020
Letter Type Warning Letter

Letters 251
Total 285

FDA Inspectorts)
Letter Type 15 (Al
@untitied Letter | | DA lssuing Date A €

®waming Letter i on or after April 1, 2015
Filter type

Advanced filtering v

Show items when the value
is on or after v
4/1/2015 =]

12 00 || AM v
=@ - v - 2018 2019 2020

1.76K (91.43%)

2016 2017 2018 2019 2022

07K (8.57%)

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
e e s, decreased again, and levels seemed to have been stabilized now.

1.76K (91.43%) —/ * Please note: Cortellis FDA Analytics are add-on modules,
Access depends on your subscription.
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Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*

Example: What violations are most prevalent in the compliance letters? What were the main

concerns of the

FDA?

[ Letter Type ] [ Subject ] Type of Violation(s) [ Issuing Division/Office/Center ][Recipienl us State} {Recipient Countryﬂerrilory] [Citation Frequency

—

805

0.62K
(12.59%)

0.79K (16.14%) —

Letters 1063 (21.66%)

1LUOR

(21.66%)

. —

2015

J
a B

2017

2016

C Clarivate”

Total Number of FDA Warning and Untitled Letters by Year
Letters
200
001K Date Year 2020
0.08K (1.67%)(0-12%] 111K (22.53%) o Type of Violation(s) Misbranded product
0'206:;;2"" .o Letters 176
. 493
(5.77%) - . 473 459 462 Total 805
417 i
(:;éﬂ; o 400 o ] = n o8
42 103 84
52
062K 200 130
1.06K _
(12.59%) (3166%) . . 95 104
0.79K (16.14%) — e
, KR —
2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025 2022 2023 2024 2025
001k 1. Select Type of Violation(s).
008K (1.67%)(0-12%) R oY e
0.26K (5.2...) Type of Violation(s) Current Good Manufacturing Practice - Ove r th e Ias‘t 1 O yea rs CG M P an d Ad u |te rated p rod u C‘ts
028K (CGMP) deviations
S Leters 1106 (2253%) have been the most frequent violations
R . — . ’ .
53.) - In 2020 misbranded products were the FDA's primary
Type of Violation(s) Adulterated product
P © P concern

* Please note: Cortellis FDA Analytics are add-on modules,

Access depends on your subscription.
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Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*

Example: What violations are most prevalent in the compliance letters? What were the main
concerns of the FDA?

805
o R 2. Optional: Click within a chart (example: misbranded
0% . .r- . .
(0%) o products, 2020) to drill down to a specific violation type
Lo of Voo eoranded product 3. For deeper analysis access the individual compliance and
Letters 176 inspection letters from the details table underneath. Click
aies Total 805 .
Focus mode to see it full screen
________________________________________ ©0%) Focus mode
122 (0%)
0.18K (3.59%) — 2 -
2020 2021 2022 2023 2024 2025

Year v -
Compliance Letter  Inspection Report = FDA Issuing Date Issuing Letter Type Recipient Name Recipient US State Recipient
IDRAC Number IDRAC Number Division/Office/Center Country/Territory
-

323029 December 22, 2020 | CDER Warning Letter Mew Leaf Finished pharmaceuticals Misbra
Pharmaceuticals LLC

323029 December 22, 2020 | CDER Warning Letter Mew Leaf Finished pharmaceuticals Misbra
Pharmaceuticals LLC

323029 December 22, 2020 | CDER Warning Letter Mew Leaf Mew drugs Misbra

Pharmaceuticals LLC

* Please note: Cortellis FDA Analytics are add-on modules,
Access depends on your subscription.
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Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*

Example: What violations are most prevalent in the compliance letters? What were the main
concern of the FDA?

IDRAC Number

Compliance Letter Inspection Report
IDRAC Number

302478

309478

309478

302478

August 21,
August 21,
August 21,
August 21,
August 21,
August 21,
August 21,

August 21,

FDA Issuing Date

2020

2020

2020

2020

2020

2020

2020

2020

Issuing
Division/Office/Center

Letter Type Recipient Name

Dallas District Office Untitled Letter Claremore

Compounding Center

Dallas District Office Untitled Letter Claremore

Compounding Center

Dallas District Office Untitled Letter Claremore

Compounding Center
Dallas District Office

Untitled Letter Claremore

Compounding Center

Dallas District Office Untitled Letter Mealister Drug

Corporation
Dallas District Office

Untitled Letter Mecalister Drug

Corporation
Mealister Drug
Corporation

Dallas District Office Untitled Letter

Dallas District Office Untitled Letter Mecalister Drug

Corporation

Recipient US 5tate

Oklahoma

Oklahoma

Oklahoma

Oklahoma

Oklahoma

Oklahoma

Oklahoma

Oklahoma

Recipient
Country/Tesritory
Usa
USA
Usa
Usa
USA
Usa

UsA

USA

Pharmacy compounding
Pharmacy compounding
Pharmacy compounding
Pharmacy compounding
Pharmacy compounding
Pharmacy compounding
Pharmacy compounding

Pharmacy compounding

Type of Violation(s)

Misbranded product
Misbranded product
Misbranded product
Misbranded product
Misbranded product
Misbranded product
Misbranded product

Misbranded product

= Filtere

Export data
Show as a table
Get insights
Sort descending
Sort ascending
Sort by

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

2 Clarivate”

* Please note: Cortellis FDA Analytics are add-on modules,
Access depends on your subscription.
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Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*

Example: What are inspectors citing in their compliance letters?

FDA Drugs and Biologics Warning and Untitled Letters

Overview

1 Letters by Year 1 Activity

L~

| Citation Patterns 1 CT Compliance Letters \I <GMP Compliance Letters m | Reset Filters (j I

This tab is limited to letters containing inspector names. Select item(s) frem the Inspector Ranking table to display the chart containing the total number of letters per year per selected inspector(s). Related information is displayed in the

details table
Untitled Letter Warning Letter
Inspector Ranking Letter Count by Year and Inspector
Inspector Number of Letters 140 - Inspectors

Boyd, Justin A. [r— 12 @ Abaonza, Kristin M.
Baker, Peter E. 8 120 = —_— @ Agaba, Pamela N.
Zabinski, Roger F. 8 — -

Motamed, Massoud T 1 @ Agrawal, Atul ).
Pressley, Jessica L. 7 100 - - @ Ahadi, Shafig S.
Zhang, Liming T _ _ " .

Hunt, Nicholas L. 6 E 0 - - 78 © Alavi, Amir

King, Joanne E. 6 :u' — ® Ameri, Yasamin
Limchumroon, Uttaniti © i — - @ Annes, Margaret M.
Moore, Camerson E. 6 E 60 - 53 .

Shah, Dipesh K. 6 z 50 - — 47 . @ Antoniou, Jon P.
Casale, Matthew B. 5 - e - F— @ Antwi, Lewis K.
Caa) i 40 - 34 -

3jka, Christopher R. 5 31 _— .
- ) A —— = Arista, Thomas J.

Huntington, Jennifer L 5 ] e — - ] - —

Miller, Zachery L. 5 20 [ - — I @ Arnett, James B.
Shields, Anastasia M 5 - —_— = — -
o JMV N . . - el ———— | - — —— @ Aspinwall, Colleen M.

cllen, Michael H. o —_— . =8 ® Avoub, Natalie 1
Annes, Margaret M. 4 2016 2018 5020 youb, Natalie J.
Brown, Stephen D. 4 Year -

Subj Type of Violation(s)
-
Finished pharmaceuticals | Adulterated product — A e
Finished pharmaceuticals | Adulterated product

C Clarivate”

Finished pharmaceuticals
Finished pharmaceuticals

Finished pharmaceuticals

Finished pharmaceuticals

Adulterated product
Adulterated product
Adulterated product
Adulterated product

Inspector Ranking = B2
Inspector

vl\lumher of Letters

Boyd, Justin A.
Baker, Peter E.
Zabinski, Roger F.
Motamed, Massoud
Pressley, Jessica L.
Zhang, Liming
Hunt, Micholas L.

oh =] =] =] 02 0o

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.
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Use Case 3: Cortellis FDA Warning & Untitled letters Analytics (Drugs & Biologics)*

Example: What are inspectors citing in their compliance letters?

Type of Violation(s) CFR Partis) CFR Subpart(s) Inspection Start Inspection End  FDA Inspectori(s)
Date Date
Adulterated product 21 CFR Part 210 - cGMP in manufacturing, processing, packing, or holding of drugs January 15, 2024 January 19, 2024 Boyd, Justin A,
Adulterated product 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Part 211 Subpart B - Organization and personnel January 15, 2024 January 19, 2024 Boyd, Justin A
Adulterated product 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Part 211 Subpart C - Buildings and facilities January 15, 2024 January 19, 2024 Boyd, Justin A,
Adulterated product 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Part 211 Subpart D - Equipment January 15, 2024 January 19, 2024 Boyd, Justin A
Adulterated product 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Part 211 Subpart F - Production and process controls January 15, 2024 January 19, 2024 Boyd, Justin A,
Adulterated product 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Fart 211 Subpart J - Records and reports January 15, 2024 January 19, 2024 Boyd, Justin A,
Current Good Manufacturing Practice (CGMP) deviations | 21 CFR Part 210 - cGMP in manufacturing, processing, packing, or holding of didgs January 15, 2024 January 19, 2024 Bayd, Justin A,
Current Good Manufacturing Practice (CGMP) deviations | 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Fart 211 Subpart B - Crganization and personnel January 15, 2024 January 19, 2024 Boyd, Justin A,
Current Good Manufacturing Practice (CGMP) deviations | 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Part 211 Subpart C - Buildings and facilities January 15, 2024 January 19, 2024 Bayd, Justin A,
Current Good Manufacturing Practice (CGMP) deviations | 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Part 211 Subpart D - Equipment January 15, 2024 January 19, 2024 Boyd, Justin A,
Current Good Manufacturing Practice (CGMP) deviations | 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Part 211 Subpart F - Production and process controls January 15, 2024 January 19, 2024 Boyd, Justin A
Current Good Manufacturing Practice (CGMP) deviations | 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Part 211 Subpart J - Records and reports January 15, 2024 January 19, 2024 Boyd, Justin A,
Adulterated product 21 CFR Part 210 - cGMP in manufacturing, processing, packing, or holding of drugs October 12, 2023 October 20, 2023 Boyd, Justin A
Adulterated product 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Part 211 Subpart B - Organization and personnel October 12, 2023 October 20, 2023 Boyd, Justin A,
Adulterated product 21 CFR Part 211 - cGMP for finished pharmaceuticals 21 CFR Part 211 Subpart C - Buildings and facilities October 12, 2023 October 20, 2023 Bayd, Justin A,

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.
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Wrap up and

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

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

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

2 Clarivate”




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

* Click the Support button in the * Help & contact us - contact
bottom right corner Resource & updates Customer Care
If not visible, please enable functional cookies Product updates ? e Guided tours - walk th rough the

under “Manage cookies preferences” at the
bottom of the screen.

Cortellis platform

Guided tours >
Training resources >  Training resources - recorded
trainings, Quick guides and short
Help & contact us p videos
Feedback & suggestions >

* Ask the Expert (on Regulatory

homepage)
P K¢
L

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

* Functional cookies need to be enabled to view the * Once the pop-up Cookies preferences window
Support Center and other useful icons in Cortellis. 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.

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

C Clarivate”  Cookie Preference Center x
 Alternatively, scroll down to the bottom of the page in
. . / ° / Your preferences
Cortellis and click on ‘Manage cookie preferences’. Functonsl Cookdes ®
Strictly Necessary Cookies These cookies enable the services to provide enhanced functionality and
personalization. They may be set by us or by third party providers we use to provide
I Functional Cookies the services. If you do not allow these cookies to run, then the services may not
function properly.
Manage cookie preferences Targeting Cookies
Social Media Cookies
Performance Cookies
Confirm my choices
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“Research shows that an average
learner forgets 70% of what they
learned within 24 hours..."
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'@élarivaité

.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

© 2025 Clarivate

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