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Cortellis Regulatory
Intelligence

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

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 The Regulatory Intelligence homepage
e The regulatory results page
e The regulatory document or report page

e Theside by side document list and history

From the Regulatory Intelligence homepage

Scroll down the Regulatory

Intelligence homepage to the Analytics Tools [ CMC Intelligence
Analytics Tools and click on Side by
Side Viewer.
dn 1t Q
. . . FDA warning and FDA advisory
e untitled letters committee meetings
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From the regulatory results page
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.

d Bk Side by Side Viewer h Showing 1-10 of 64,967 results

15 Customize Columns 41Sorted by Relevance

Title Abstract

Mar-2019 v BG 56557 - Clinical Research This Cortellis Regulatory Summary

document summarizes the regulatory
requirements for Clinical Research. Main

'i v EN | [ RS )
Side by Side
T 42033 - Clinical Research This Cortellis Regulatory Summary
—_— document summarizes the regulatory
El' i 'E, requirements for Clinical Research. Main
Add to List View
| 06-Apr-2020 v ML 12301 - Clinical Research This Cortellis Regulatory Summary
document summarizes the regulatory
e E \ requirements for Clinical Research. Main

From the regulatory document or report page

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 || s6ss7 Bulgaria Regulatory Summary Expert Report

Drugs and Biclogics

Clinical Research \
dk . h

1oféresults
Side by Side

dF

. Summary Summary
Add to List View

Abstract
This Cortellis Regulatory Summary document summarizes the regulatory requirements for Clinical Research. Main aspects include regulatory framework, planning and conducting a clinical trial, CTA/I
competent authority/-ies, ethical review, observational studies, investigational products, clinical trial data & records

. Document
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From the Side by side document List and History

Claudia Haas
To access the list and the history of your side by side .
d ts h tthe t ieht of an Settings My Work
ocuments, hover over your name at the top right of any My Account Search and Alerts
Cortellis page. Under My Work you will see links to access Drugs & Bit _
your Side by side List and your Side by side History. My Preferences Search History
My Regions Reports

Side by side List

Side by side History

Sign Out

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 [S)E side by side document viewer ¥ Delate Item

Saved Searches Saved Reports Search History Side by Side Document List Side by Side History Saved Predictions
The side by side documents list contains Cortellis documents only.

IDRAC
[J  content Title Abstract Date Region e

Regulatory Clinical Research This Cortellis Regulatory Summary document summarizes the regulatory requirements for Clinical 26-Now-2020 Bulgaria 56557

Research. Main aspects include regulatory framework, planning and conducting a clinical trial, CTA/IND
review by competent authority/-ies, ethical review, observational studies, in  Show more

Regulatory Clinical Research 26-Now-2020 Lithuania 42033
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/-ies, ethical review, observational studies,

Show mare

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.
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<Back My Searches and Alerts [2IE side by side documentviewer 3 Delate ltem

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.

N . IDRAC
[J  content Title Abstract Date Region e
O Regulatory Marketing Authorization Procedures: Review, 26-Nov-2020 USA 37904
Communication and Approval This document summarizes the review process for the approval of a new drug or biologic in the US,
including details on the advisory committees’ role and functions.
Regulatory Marketing Authorization Procedures: Review, 26-Nov-2020 European 14888
Communication and Approval This document provides information on review, communication and approvals at European level. It Union
focuses on the Centralised Procedure.
[0 Repulatory Pharmacovigilance and Risk Management 12-Nov-2020 Germany 14366
This document summarizes the regulatory requirements for Pharmacovigilance & Risk Management in
Germany. Main aspects include legal framework, definitions, reporting requirements, responsibilities, and
requirements for risk management plans.
Regulatory Pharmacovigilance and Risk Management 12-Hov-2020 Switzerland 2124

This document summarizes the regulatory requirements for Pharmacovigilance & Risk Management in
Switzerland. Main aspects include legal framework, definitions, reporting requirements, responsibilities,
and requirements for risk management plans.

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

N

~ /T ™
( B Click the button to load a document... Buetoap ) L. { B Click the button to load a document... FupPLoap ) |
N N~ -

JoAa R
Link

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

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

ol ) GEETEED
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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

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.

C o ) T

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

y o
[& Pharmacovigilance and Risk Management (Bueoa) —q p— [3 Pharmacovigilance and Risk Management (Rupionn )

Link

Q1 National safety QI National safety .
s sl Regulatiey Summary 1 Clarivate S Regulatory Summary Clarivate
QLikstherea Contiavctaly monitored and vadetad Analytics QLIkstherea Continuously monitored and updated Analytics
Bt toie ontinuously monitored and updoted i
framework (legistative tramework (legistative
basis) in the country? basts) in the country?
Q12 How is the QL2 How is the and Risk
national nd Risk national (UsA)
pharmacovigilance (European Union) pharmacovigilance
System organized? System organized?
QL3 1s there a national Q1.3 1s there a national
Hesson Torupdate ate___Fesson o T
program of S e T eT™ ey progam of 52
pharmacovigilance BRAT 320643 arcthe Liztof Sanels Duscusse pharmacovigitance W’rﬁomm Update 1ol et conces seaBors T o T a5 impacted by
inspections/audits? [September. ADLr 404 $90) in section 1 5 nd 6ﬂdedme £ inspections/audits?
Content Upcate 2020-01-21 Awwkmtﬂ(c M EMA Management Board - Conf 'ni.nc’\ of )
QLalstherea country e 8 el el o R o Qutstherea country Shmasensin Eecions ot 00 T
specific Sis(d nn IEN EZE F ) Modal (!S and Ael i'(d SO Sdndi 6 specific Reports (Version 1.0) (IDRAC !ﬁxlzii(ocmber ‘Dls>
R ! UIDRAC 304533) in sections 34 . Initiative/pllot/project . :Enhnmm d3'f§ E}:cuzne: Submissia: o bwésl‘tcu
S Pl gtancs Fomert piote 0200102 |25 o revsed e ot o seplaton s s G Pl Dol Resses™ echncelConfamance use (e ondol 1
il | e SRR R O QL s e AT e Asta GSATE
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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.
Side by Side Viewer

[ Pharmacovigilance and Risk Management @&

basis) in the country?

Q1.2 Howis
o Q2.8 Vihat are their responsibilities?

i the EU the marketing authorisation (MA) holder is responsible for the pharmacovigilance tasks laid

in order to assure responsibility and liabity for fts marketed products and to
tion can be taken when necessary.

ovglance system ncluding the spertrert of the qualibed person for
2nance of 3 vigilance system master file (PSMF)

ofsuspected adverse reactons
sllwlor sccurate resarting

project
on pharmacovigilance

tation an« tion of the data (Reg. 7). impRed 12
« Continuously menioring and evaluation of sharmac: € data (heg 21(1) Dir104(3)

fonme nates that n some cases the requrements for oot resating may be met by
prelimnary re the IRB, or other appropriate insbtubo:
at

submtting 3
el offcials within OMMS. weth  folloveup

the need to take timely action to pr oxdable harms to other subjects

Q3.7 Is the reporting of foreign SUSARS to Ethics Committees required? If so, who
reports (sponsor, investigator)? What is the reporting timeline?

Yes. The requirements are the same 5 wth domestic senous. unexpected everts. See 3-06

3.8 b the reporting of domesticrforeign serious and expected ADR to Ethics
ommittees required? If so, what is the reporting timeline?

initiative/pilot/project

onpharmacovigilance 3.9 inich formiformat/standards (ex: ICH E2A, ICH €20, CIOMS.1, MedORA coding)
et lana

should be used for expedited reports? uace should be u

The following actions can be executed from the toolbar:

Show/hide bookmark9(s) or table of content(s)

nPrevious page(s)
Go to a specific page number

nSearch within the document(s)
uNext page(s)

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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