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Accessing and launching the PDF
Side by Side Viewer

The Cortellis Side by Side Viewer enables you to select, view, scroll and search within two pdf documents
of your choice. This powerful tool can assist you to evaluate and compare two pdf documents side by side.
For example:

-Two related documents, such as a previous and a current version
-Regulatory Summaries on two topics

-Regulatory Summaries for two different countries/regions

-Two product approval documents

-Comparing an English Machine Translation with the native language version of a source document

Accessing and launching the PDF Side by Side Viewer

The viewer can be accessed and launched from multiple places in your Cortellis Regulatory journey:
e Regulatory Intelligence homepage
e Regulatory results page
e Regulatory document or report page
e Side-by-side document list and history

e Machine Translation Documenticon in a source document

From the Regulatory Intelligence homepage Analytics Tools

Scroll down the Regulatory Intelligence
homepage to the Analytics Tools and click on
Side by Side Viewer.
y it

Q
Side by Side Viewer FDA Yvarnlng and FD:A ad\nsory.
untitled letters committee meetings
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From the regulatory results page

Cortellis Regulatory Intelligence

On the results page click on the Side by Side Viewer button at the top left to launch the tool.

If you hover over any of the document tick boxes on the left, the Side by Side Viewer button will also
appear. You will have two choices: Add to List or View.

If you click View, the pdf viewer will be launched with the related document displayed on the left-hand side.
You can then load a second document to view both side by side.

Add to List will add the related document to a side by side list. See the next section about your side by side

list.

& _Side bv Side Viewer

1% Customize Columns

Sumaiary

22-Oct-2015
EN | ( RD )
Side by Side
= | dR
Add to List View
Ed 21-Jan-2011
EN | ( RD )

7

v EU
EU
W EU

it Sorted by Relevance «

Title

EMA/CHMP/746584/2015 - EMEA/H/C/003750/0000:

Refusal CHMP Assessment Report for HEPARESC
(human heterologous liver cells), 22-0ct-2015

EMEA/CHMP/139489/2008: EMEA Concludes New
Advice to Doctors and Patients for TYSABRI
(natalizumab) Needed, 20-Mar-2008

EMA Press Release: Benefit-Risk Review of Multag
Started, 21-Jan-2011

From the regulatory document or report page

Showing 1-10 of 1,729 results

Abstract

This document is a refusal CHMP
assessement report for HEPARESC (human
heterologous liver cells). - Applicant:

Following a review of reports of liver injury
in patients treated with Tysabri, the EMEA's
Committee for Medicinal Products for

This press release has been issued by the
EMA to inform applicants and regulators on
the start of the benefit-risk assessment of

The Add to List and View options are also available on the document page if you click the Side by Side
Viewer button at the top right of the Summary section. Click on either option to add the report to your side
by side list or to launch the pdf viewer, respectively.

Clinical Research

valid ) [ 321742 ic Union
Drugs and Biologics

Clinical Research

37 0f 22,364 results

1. Summary

Summary

2. Document Abstract
This Cortellis Regulatory Summary document summarizes the regulatory requirements for Clinical Research. Main aspects include regulatory framewark, planning and conducting a clinical trial, €

3. Reason For Update

by competent authority/-ies, ethical review, observational studies, investigational products, clinical trial data & records

~.

i dk

Add to List View
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Cortellis Regulatory Intelligence

From the Machine Translation Document icon in a source document

Documents that are presented in their native language, will have an English Machine Translation version.
Click the Icon to view options and select View on Side by side to open the viewer and compare the native
language version with the Machine Translation in English in the viewer.

CMDE Notification: Soliciting Public Comments on Technical Guidelines for Registration Review of Clinical Trials of Peripheral Drug-coated Balloon

Dilatation Catheters (Draft), 05-Feb-2024

Valid |( 378360 | [ China

Medical Devices and IVDs.

Reference Document | | Guideline Translation: Machine Translation

Cardiovascular

Clinical Research | | Regulatory Procedures

1. Summary

2. Document

3. Reason For Update

4. Mentioned
Documents

From the Side by side document List and History

To access the list and the history of your side by
side documents, hover over your name at the top
right of any Cortellis page. Under My Work you will
see links to access your Side by side List and your
Side by side History.

dB - h e

Summary

Abstract
According to the relevant requirements of the National Medical Products Administration’s 2023 medical device registration review guidelines revision plan, the Technical Guidelines for
Registration Review of Clinical Trials of Peripheral Drug-coated Balloon Dilatation Catheters is drafted and soliciting public comments.

These technical guidelines apply to the routine design of peripheral drug-coated balloon catheters used in percutaneous tran Machine Translated Document nded for the dilation

of obstructive diseases in the peripheral knee-upper popliteal artery,

S i | 3

Preview Download | View on Side
(English) (English) by side
Last Updated Date Added Date Authority Acceptance Date Source Publication Date
06-Feb-2024 06-Feb-2024 05-Feb-2024 05-Feb-2024 Disclaimer

AUTOMATED TRANSLATIONS POWERED BY GOOGLE
are not modified or altered by Clarivate and are
provided "as is" without warranty. Any
discrepancies or differences created in the

Deadline for Comments

26-Feb-2024

translation are not binding and have no legal effect
for compliance or enforcement purposes. If any
questions arise related to the accuracy of the
translated information, please refer to the official

source language version. e

Draft Chinese 5 e

Document

Claudia Haas

My Work

Search and Alerts

Settings

My Account
Drugs & Bi(

My Preferences Search History
My Regions Reports

Side by side List

Side by side History

Sign Out
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Click on Side by side List to see all documents that you've added from a regulatory results or report page.
Select any two documents and click on Side by side document viewer on the top right of the page to launch
the viewer. Both documents will be displayed in the pdf viewer side by side.

< Back My Searches and Alerts [F)E side by side document viewer . 3 Delete Item

Saved Searches Saved Reports Search History Side by Side Docurnent List Side by Side History Saved Predictions

The side by side documents list contains Cortellis documents only.

" . IDRAC
L4
B Ccontent Title Abstract Date Region el
Regulatory Clinical Research 20-0ct-2021 Ukralne 92217
This Cortellis Regulatory Summary document summarizes the regulatory requirements for Clinical Research
Maln aspects Include regulatory framework, planning and conducting a clinical trial, CTA/IND review by
competent authority/-les, ethical review, observational studies,
Show more
Regulatory Clinical Research 20-0ct-2021 United 102973
This Cortellis Regulatory Summary document summarizes the regulatory requirements for Clinical Research Arab
Main aspacts Include regulatory framework, planning and conducting a clinical trial, CTA/IND review by Emirates

competent authority/-les, ethical review, observational studies,

Show mora

Click on Side by side History to see a record of the last 50 pairs of documents you viewed side by side in
the tool. You can review any of these pairs of documents in the viewer. Please note that we update all
documents to the most recent version. So for example, if a Regulatory Summary was updated since you last
viewed it, we will display the latest version of this document. Also note that we do not keep details of
documents that are stored on your computer when you viewed them in the side by side tool.

= Back My Searches and Alerts 2)E side by side document viewer = X Delete Item

Saved Searches Saved Reports Search History Side by Side Document List Side by Side History Saved Predictions

The side by side history can include a maximum of 50 files.

~ - IDRAC
|
[0 content Title Abstract Date Region e
] Regulatory Pharmacovigllance and Risk Management 20-0ct-2021 Venezuela = 116124
This Regulatory Summary detalls the requirements for Pharmacovigilance & Risk Management In Venezuela
Main aspects include legal framework, definitions, reporting requirements, responsibllities, preparation of
PSURs (IPS) and requirements for Risk Management
Show mara
Regulatory Guide: Periedic Safety Update Reports (PSURs) - This decument s Intended to give a practical tool that facilitates the elaboration of Pericdic Safety Update 20-0ct-2021 Venezuela = 294g33
Guide for the Industry, Aug-2014 Reports {PSURs), clearly criented to MAH 'Marketing Authorization Holders' of medicinal products. It
contains guldelines on the information PSURs must contain and t  Show more
[ Regulatory Clinical Research 20-0ct-2021 United 102923
This Cortellis Regulatory Summary document summarizes the regulatory requirements for Clinical Arab
Research. Main aspects Include regulatory framework, planning and conducting a clinical trial, CTA/IND Emirates
review by competent authority/-les, ethical review, observational studies,
show mare
Regulatory Clinical Research 20-Oct-2021 Ukralne 92217

This Cortellis Regulatory Summary document summarizes the regulatory requirements for Clinical
Research. Main aspects include regulatory framework, planning and conducting a clinical trial, CTA/IND
review by competent authority/-fes, ethical review, observational studies,

Show mare
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Using the PDF Side by Side Viewer

Once in the Side by Side viewer, click on one of the Upload buttons to upload documents from your side by
side list or history, from your computer or by entering an IDRAC number of a Cortellis document.

Side by Side Viewer

S B P

P . | ~
( B Click the button to load a document... EUPLOAD '—;I I?—* B Click the button to load a document... BUPLOAD ) |
\ / \ /

inl

Loading documents into the viewer

If you've added documents to the Side by side List previously, they will automatically be listed. Select the
document of interest and click OK to load it. The selected pdf document will be displayed in the relevant
panel with its title appearing in the box next to the load button. Click on the other Load button to add a
second document.

Load document

Side by Side List

Select a document from the list of your Side by Side Documents List

Title Abstract

Marketing Authorization

Procedures: Transfer of Marketing This document gives a brief overview of the transfer of a Community Marketing Authorization and
Authorization / Change of National Marketing Authorization.

Ownership

Marketing Authorization

Procedures: Transfer of Marketing This document provides informations on the regulatory requirements for the transfer of
Authorization / Change of ownership of an application.

Ownership

Combination Products Reeulatory This regulatory summary is related to Combination Products. This document provides

Cow O CEETEED

To upload a document from your own files, click on My Computer and select your pdf of interest, which will
then appear in the relevant panel of the viewer.

Load document

My Computer

Click to upload a pdf from your computer

. Choosefile

IMPORTANT
Uploaded documents are not being saved or used by Cortellis.

Cancel
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Alternatively, you can enter an IDRAC number to upload a Cortellis document to the viewer.

Load document

IDRAC number

Type the IDRAC number to view the report in the Side by Side Viewer
IDRAC Number
IMPORTANT

Please note that the Side by Side Viewer allows to
access IDRAC numbers that you are entitled to.

Using the viewer tools

When two documents have been uploaded to the viewer, they can be unlinked or linked to each other. If
unlinked (default setting) you will see a toolbar at the top left corner of each document. From here you can
scroll or search within each document independently. Click the Link button between the two documents to
link to them.

Side by Side Viewer

(3 Pharmacovigilance and Risk Management (Euronn) < e [3 Pharmacovigilance and Risk Management

Link

Q1 National safety . QlNationalsafety - o .
e Regulatory Summary 0 Clarivate et Regulatory Summary ﬂaln_vate
QL1lstherea Continuously monitared end updoted Analytics QLlkstherea usly manitored and updated alytics
pharmacovigilance Continugusly monitared and updated rmacovigilance
ramework llegislative ramework legilative
basis) In the country? basis) in the country?
QL2Howis the QL2Howsthe flance and Risk
national and Risk national TUsA)
pharmacovigilance (European Union) pharmacovigilance
system organized? ‘System organized?
QL3 s there a national QL35 there anational Reason for update Date __Reason for -pdat- description
program of ogram of Content Update 2013-1209 rovided sddiaral ctlons 301

pharmacovigilance
inspections/audits?

QLA s there a country
specific

et Update BIE-TE-TE |The Isst updste cancems secbians 05 and 4-0K. sz impacied by,

inspectionss/audits?
QL4 ksthere a country
spectlic

ot of the EMA Manaoement
use. Indidual Case Report
ased on G £48082] Moch a: 30 seliad s Stancars
DRAC 301833 ndectiona 32 o
35

aded the.
Faand - confematan of
Standard

e
e i Eectan Safety

Bsporis "ibhat 30 :nmsmmmms]
e e aidarce: Elctrunt Semuinan o D Safecy

Initiatrve/pilot/project Initiative/pllot/project

Toozo =3 E B il Confartrancs Gde (rmian 0) IBRAS
on pharmacovigilance Forent upaste ppag-on-ag 2% soomte revaed the ¢ St 303459), Gee 2015
3% pdte revsed T,
QLS Istherea Last update revised the Post auTFasation pracedual e QLS ks therea M

If the documents are linked, there will be a joint toolbar at the top left corner and all options work in
parallel. For example, you can search simultaneously in both documents and you can scroll or paginate
synchronously in both documents.

unow ) H3EH [ Pharmacovigilance and Risk Management Burom )
Unlink
nvestigator becomng avare of the proslem =
. robleme shous b nserutiona)uficals (a5 requied
B S ettt wiaeh rapor e ety S eEperag boorey
QL National safety The spansor is requined ta conduct ongaing safety evaustions to review the benehts and risks of the Q1 National safety 37 QAP wkhin o month of e IAB'3 receivk of the report o the et
requirements chrvcal trial_ Events thet do nat fall within the definiion of » SUSAR e g modifcation of the conduct
D1 there fa P;ndul "1;“ e nature of & serous ad Egrgﬁmasﬁmm th e el m;mm qumhzu:( e s
hagard o the patient papulation such as lack of eFicacy of an Investgational medicnal product use lor e notes thet, in some cases. the requirements for crame recormting may be met by SUBMIING &
pharmacouigilance 15 treat a fe threatening disease. 8 mejor hnding from a carcnagenicty sudy. moy reauure pharmacovigllance D ciranaes e 1 o IR o s spEvoratas Wiiobonal Sk T CHIS. i 8 ol vr o
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basis) in the country? Far further information see the Regulatory Summary. Clinical Research (IDRAC 21417) basis)in the country? e frame far repart rculer
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The following actions can be executed from the toolbar:

m Show/hide bookmark9(s) or table of content(s) u Search within the document(s)

nPrevious page(s) u Next page(s)
Go to a specific page number Zoom In to the document(s)

= Zoom Out of the document(s)

You can fully minimize the viewer and continue
working in Cortellis. For instance, run a search and
add more documents to your side by side list. You
can at any time get back to the viewer by maximizing
it.

Side by Side Viewer

For more information contact Customer Service at LS Product Support.
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