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Reena V. Gupta is a Solution Consultant at Clarivate for Life Sciences Intelligence
Solutions.

She has a doctorate in Organic Chemistry and around 14 vyears of unique
comprehensive experience in pharmaceutical industry holding multiple senior
roles. She has a broad and rich knowledge of R&D, quality, regulatory,
manufacturing, portfolio optimization and business aspects of the pharma

industry.

Her objective is to get data and information driven quality intelligence accessible
across the industry, enabling rapid access of life saving affordable medicines

acrossthe globe.
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Our premier suite of intelligence solutions

Data-driven insights spanning the entire innovation & product lifecycle

End-to-End Solutions Suite
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Data as a Service: APls, Custom Data Real World Data MDM, Ontologies, Data Lakes Content as a Service >>>
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Data &
Analytics

Combining expertise, data and technologies into solutions that drive optimal outcomes
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Cortellis suite of Intelligence solutions

What can we offer to accelerate your business decisions

Cortellis Generic Intelligence (CGl) e Single source for Generics and APl intelligence

Ve

.

Cortellis Competitive Intelligence (CCl) e Drug pipeline information database

Vs

.

Cortellis Supply Chain Network (CSCN)-New e Efficient APl sourcing and contracting execution database

Vs

.

Vs

.

Vs

\

Cortellis Regulatory Intelligence (CRI) e Single reliable source to navigate the global regulatory landscape
Cortellis CMC Intelligence e Database with granular global CMC requirements.

Cortellis Clinical Trial and Site Intelligence (CTI * Breadth and granularity of global clinical trials data in one place
and CSl) * Insight on global trial sites

Ve

\

Cortellis Deals Intelligence (CDI) e Biopharma deals database

Ve

.

e Comprehensive biology, chemistry & pharmacology data in one place for drug

Cortellis Drug Discovery Intelligence (CDDI) development

Vs

.

Cortellis Digital Health Intelligence (CDHI)- New e First-of-its kind solution covering the global digital health ecosystem

Vs

Derwent Innovation e Patent research & analytics platform

\_
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Generics Market

It’s about staying ahead..

v’ Gaining insight on when drugs go off patent/exclusivity.

v’ Identifying ,analyzing, predicting, and penetrating markets
v Monitoring your competition.

v Identifying partners and new market opportunities

v Maintaining compliance- Quality, Regulatory, CMC, etc.

v’ Finding global suppliers for your manufacturing process requirements

and finished goods.
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Use Cases
Demonstrating the use of solutions for sifting your portfolio candidates

v/ Create a short list of portfolio candidates in
just a few clicks, based on your specific strategic AR
criteria and capabilities R e

\/Compare and evaluate multiple candidates in a
single view with customizable options to focus
on your most critical needs

v/ Continue to track each market and product to
identify additional opportunities or changes that
could impact your decision making — On the go
‘Alerts’

Note: These use cases are for illustrative purpose only.
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Few potential questions during portfolio candidate selection process:

v What is the Constraint date forecast (CDF)-Loss of exclusivity for a
particular molecule?

v Which products will lose exclusivity in the next 3/5/7 years?

v How and which drugs should we monitor as potential portfolio candidates?

v’ Is there a SWOT (Strengths, Weaknesses, Opportunities, and Threats)
analysis available for a potential candidate?

v'How can | access the demand/ intelligence data for an API?

v How do | stay updated on the developments on the go?

™ ™
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Constraint date forecast(CDF)

Proprietary algorithm to estimate when a product loses patent or exclusivity protection.
v’ Patents and Patent extensions
v SPCs
v’ Data and Market exclusivities

v’ Other types of protections like PED (pediatric) exclusivity......for a specific product in specific
country/territory.

**Useful to consolidate patent expiry/exclusivity information for targeted products and should not be taken as a definitive date

Use Case 1:

Evaluate potential oral tablet dosage form candidates (small molecules) which have WW sales > 100Mn
USD and can be launched between 2025 to 2030

* in which the API candidates has 20% growth potential
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Live Demo with CGIl and CCI
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Potential questions during portfolio candidate selection process:

v" How to identify FTF molecules/NCE-1 opportunities

v’ Does the desired portfolio candidate have enough APl suppliers?

Use Case 2:

Evaluate Oral solid and injectable products (small molecule) that would have FTF filing
opportunities in USA from 2024 to 2032, with a projected growth of 10%.
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Live Demo with CGIl and CCI
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Potential questions during portfolio candidate selection process:

v’ Evaluating products markets for specific regions/countries

v' Finding specific constraining patents for a product’s entry in a specific market

Use Case 3:

Identify small molecule products (tablets, injectables) which are launched in North
America and Europe but is not still launched in Middle east and Africa and LATAM;has
WW sales > 75 Mn USD, growth of 5%, and has opportunities for APl manufacturers.
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Live Demo with CGI
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Cortellis Generics Intelligence

Leverage comprehensive intelligence so you never miss an opportunity

R A L X
K M — )

Quickly grow your Defend market share, Enable all teams — Accurately make Reduce the fear of
business while evaluate your sourcing, portfolio, decisions regarding missing out on
reducing the chances of success, business market, product potential opportunities
workload needed to and assess development,and IP- and partner with access to a timely
find, collate, and competitivenesswith to make more selection with a and trusted source of
analyze all crucial up-to-date market informed and complete data to identify and
market dataincluding sales,  confident business understanding of evaluate product,
performance, launches, pack prices, decisions, stayahead  manufacturing, partner, or market
patent, and market share, and of your competition, patentand market  opportunities that may
manufacturingdata more and grow your performancein one arise

business integrated solution

Webinar: Empowering the generic drug ecosystem with market intelligence- 25th Aug 2021

. Clarivate”



SALES AMD FORECASTS

Comgary Reglon
Tm Action Technology Company Total Sales By Company |
Comet|t|ve F— omio B s—

cation Land
Metastatic breast cancer

Intelligence

The trusted and industry-leading

Total Active Drugs @ 594  Total Companies 524

. . W Phase 2 Clinical Hovartis AG W Erbb? tyrosine Kinase W Biological therapeutic
H Phase 1Clinical PlizerInc W Erbb2 tyrosine kinase W small molecule theray
ru ipeline aataonase B el ostenecapc
Launched Roche Holding AG B Cyclin-dependent kine W Intravenous formulati
Phase 3 Clinical Bristol-Myers Squibb Co Cyclin-dependent kin: Oral formulation
No Developmen: Repc Genentech Inc ) .
Discovery ChugsiPh il Estrogen racaptor anti Infusion
B Discontinued wgai Pharmaceutical
. o o pecontie Robie Inc Programmed cell deat Immunc-ancology
Effl CI e n tI t ra C k t h e bt Merck&Colnc W Epidermal growth fact W Monoclonal antibady
y = re egitrtion Eisal Colud M Tubulin receptor antay M Tablet formulation
Suspen

) W VEGF-2 receptor antag W Capsule formulation
ugs

competitive landscape gt

Understand competitors’
product positioning

Country/Terr

Differentiate your asset

Assess expected produc .
performance e

Determine potential market e M ]

sh a re Cardiac Disorders Blood And Lymphatic System Disord... Infections And In... Gastrointestinal ... Nervous Syste..

Cardiac Disorders

Examine safety findings

Adverse Event: Cardiac Failure

Number of Alerts: 52

General Disorders And Administrati...

Metabolism And N...

Musc..

\nvestlgah ons

Confidently make critical
product, portfolio and

Respiratory, Thoracic And Mediastinal Di... —
- - - - - =
. St Vi lar Disord —
competitor-based decisions. - . . l = - g S T T
| 1IN “1HE Bl
- . - | Psychi...

— T H —1 —H—S
= = T et e Cenem.

(m]

SWOT ANALYSIS

Artticancer cell cycle checkpoint protein kinase inhibitors

Strengths

Approved in HR-positive HER2-negative acvanced breast cancer 2
manathempy in the third-ine setting, in combination with
fubvestrant in the second line following progression on endacrine
asnitial
endacrie-based therapy; the crly CIKAE inhibitor appraved 2s
mantherapy [ 1966430 ]

Improved PFS (16.4 versus 9.3 months) and 05 46.7 versus 37.3
manths) when combined with fnlueﬂr.lmveru. fulvestrant .:\Iune in
the H 2 ith

P
endacrine therapy; the clinical benefit mtc was 75.0and 64.3%,

respectively, and overall survival was 46.7 vs 373 monthes [ 1908675 |,

[ 1950651 | 178 ], [ 2199375, | Z1SBATD ), | 2199375 |
Impressive single ivityin heavily HR-posi
HER:
ORF] 18.T%, mesian progresion free survival (PFS) G months,
[05] 17.7 meths} 1o the phase Il

MOMARCH-1 trial [ 1766301 ]

Sigr yimp i i -
inhilbitors {anastrozole or letrazole], according to final data from the
phm | MONARCH-3 study i postmencpasal MR posiive, HERD-

ot p
metastatic setting (763 versus 14,8 months, with a sigrificant PFS HiR
0f 0.54). The 1.5 manth benefit was the longest reported with
CDKA/S agents at that time | 2025841 )

Opportunities

inMONARCH-2; leader
Ibrance has shown a numerical survival benefit, this was not
signifficant in either PALOMA-1 (when addedlnlekmznlelnkhe first
line) or PALOMA-3 [
2198470, G, [ 2085376 )

The dnag's abilty o be dossd continuously could b an axvantage

& Downloac

wew [

Weaknesses

Mot apgraved in prej; ing initial
therapy in the metastatic setting, unlike Kisgali [ 1955430 |, [ 1508326
1

MOMARCH- ciata in patients previously untreated in the metastatic
setting indicated along
their prior treatment {eecadjunant o adjusant chemotherapy, ar
neuad.ummmd,wm armmataze inibitor therapy) i not

HR was 0.8, accor I

7], [1950740)

Label warns of di:
first sign of loose stocl. In MOMARCH 2 B0% patients had diarrhea,
ith almeest 10% 2d

amng B peti

in the class |

1966430

Wasming akso for newtropenia [occurring in 37 to 45% of patients,
wersus ~70% with Kegali or Ibrance), hepatotaxicity and venous
thromboembalism, which al require regular manitoring; patably
with other

drugsin the class | .EGGJ!C 1. [ 1631186 ), [ 190833¢6 ]

The FOR issued awarmingin September 018 that Verzerio may

the label has been
updsted ta include a warning for inberstitial lung,
disease/pneumanitis [ 2193857 ), | 1966430)
Rick o el tosicite | 1964301

Threats
b d Kiscali itorsi inititor s
market leader ing o it fi k

fallowing appraval in bath the frst- [February 2015) and seccnd e

(February itiz not

either of these two settings [ 197 74625 1, [Cartellis]

Powered by OFF-X - The Translational Safety Intelligence Por el mpetiters oranee ard Kol s cou P " e PR S ! ary
Ibrance and Kisoali Dnh-lncluded letrozoled | °Tdi"= 1 is also conducting f other trials B. PATINA}
Y ™
l> Cla r'lvate Webinar: Empowering the generic drug ecosystem with market intelligence- 25th Aug 2021 16




Potential questions during portfolio candidate selection process:

v What are regulatory requirements to market a generic drug in a specific country X?

Use Case 4:

Understanding regulatory requirements of specific markets-Cortellis Regulatory
intelligence
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Live Demo with CRI
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Use case 4 :What are regulatory requirements for a drug to get to marketin country X?
E.g. 1. South Korea 2. China

Document [= Download PDF 6 Collapse

» — 4+ Aulomatic Zoom = n
Document [=| Download PDF e Collapse D: =

[ing P ¥ 1 of12 — + Automatic Zoom 3
ontinuously monitored and updatea

Regulatory Summary (2 Clarivate”

Continuously monitored and updated

How to Market Generics and Biosimilars
(South Korea)

How to Market Generics and Biosimilars

Reason for update |Date Reason for update description (China)
[This review added information in Q2.1 on data exclusivity for
Content Update 2021-08-04 |clarification and updated reference Law No. 18307: The
Pharmaceutical Affairs Act (PAA), 20-]Jul-2021 (IDRAC 333939). T
[This update added reference: Guideline: Guide-0223-03: Q&A on Reason for update [Date Reason for update descrlptlor.'l eLof
Content Update 2021-06-11 [Common Technical Document for Generic Drugs, 17-May-2021 NMPA Announcement No. 202_U51' Announcement on List of
(IDRAC 330222) in Q5.1. Content Update 2021-08-20 |Reference Products for Generics (43th Batch), 23-Jul-2021 (IDRAC
[This edit updated reference: MFDS Notification No. 2020-91: 334415) and .
Content Update 2021-04-13 |Standards for Pharmaceutical Equivalence Test, 22-Sep-2020 (IDRAC NMPA Announcement No. 2021/61: Announcement on List of
318210). Reference Products for Generics (44th Batch), 16-Aug-2021 (IDRAC

[This update updated the link of MOHW Ordinance No. 757:
Formatting Change  |2020-11-11 |[Enforcement Rerilatinns (FR) of Pharmaceutical Affairs Act (PAA)

Ao Mo AANN e

334462), updated the reference in section Q3.1.

Document B Download PDF @ Collapse

[in] 1 of 10 — + AulomalicZoom * 2 oaaE n»

v File 1
Internal English v
v Original
v H
i Notice of NMPA on the Release of Registration Classification and

Application Dossiers Requirements of Chemical Drugs

([2020] No. 44)

Released on 30 June, 2020

In order to facilitate the implementation of the Measures for the Administration of
Drug Registration, the National Medical Products Administration (NMPA) has organised
people to prepare the Registration Classification and Application Dossiers Requirements of

Chemical Drugs, which are hereby released. Relevant matters are explained as follows:
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'} Clar'lvate Webinar: Empowering the generic drug ecosystem with market intelligence- 25th Aug 2021 19
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v times are indicated for ethics committee and regulatory authority. Complementary exp notes are provided to illustrate local practice and type of approv
vious columns
The total expected review time is calculated by taking into account whether ethics committee review is done sequentially to the regulatory autherity review (i.e. ethics committee plus regulatery authority review timeframe) or in parallel {i.e. the longest review
information about the type of review or when neither the regulatory authority nor the ethics committee review ~

ng human subjects for medicinal drug products.
(when available). The numberin brackets [...] refers to the numeric value identif

apaysaco @ 02 August2019
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s Upered e c on Chinese Translati
10-Dec-2020 of 31CH Guidelines and Q&A

Documents (Draft), 02-Aug-2019 >

Ensure compliance tO the Global Comparison i(ci:::‘l.::l\:;ut;::;izr;i::hc
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Y Apply Filters i NMPA Announcement No.
2019/56: Further Improve Review
Q Expected Review Time for Total Time (EC + RA Approval and Approval of API,
u I c co m a re c ro S S' Ethics Committee Review and L o and Notification (Cortellis RI Ethics Committee Approval Regulatory Authority Approval : -
Country/Region Calendar Days | Working Days ep e ¥ "ty App Pharmaceutical Excipient and 3

Type of Review Regulatory Approval of CTA

. »;::;\I:'.'al (Maximum Numberol = e of Days) ;zl;‘.ﬂ::f;‘;;::lazimum Time Notes | Type of Approval Time Notes / Type of Approval Package Material, 15-Jul-2019
country requirements (English and Chinse versions)
Brazil Calendar Days Sequential and Farallel 90 50 A AMNVISAissues a special & Other Document
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E RAVE ArA SOl Aot 3014

Favorites Alerts Prafile
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China Warking Days Sequential (R
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Never miss an update while
on the go.

v New Drug Application for: VERZENIO

ONTENT OF LABELING
CENTER FOR DRUG EVALUATION AND RESEARCH
ADVISORY COMMITTEE
REQUIRED PEDIATRIC ASSESSMENTS

IARKETING REQUIREMENTS UNDER New Drug Application for:
POSTMARKETING COMMITMENTS .
SUBJECT TO REPORTING REQUIREMENTS VERZENIO (abemaciclib) Tablet
S et Company: Eli Lilly and Compan
PROMOTIONAL MATERI -ompany: y -ompany

Application No.: NDA 208716

Approval Date: 09/28/2017

Increase your likelihood of
a p p rova | a nd rapid Iy expa nd to C APPROVAL FEEDEACK MEETING CONTENTS
new markets. v LABELING

HIGHLIGHTS OF PRESCRIBING

INFORMATION Approval Package Documents Included
"RIBING INFORMATION: Approval Letter 4

Labeling

Multi-Discipline Review

Officer/Employee List

Product Quality Review(s)

v 2 DOSAGE AND STRATION
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Introducing Cortellis Supply Chain Network

A digital partnering solution to accelerate global sourcing and supply of pharmaceuticalingredients, products or services.

' N
" Source
O O e |dentify experienced APl suppliers
‘ “ e Assesssuppliers based on regulatory filings, inspection history
and more Cortellis Supply Chain Network
\_ * Secu rely negOtiate deals Wlthln the pl atfo M J Source and Supply pharmaceutical ingredients, products or services globally
- ™\ Products  Suppliers
a— Supply
I | .
| ¢ Find new customers
» * Ensure global visibility
¢ Receive and manage inquiries _
Monitor
¢ Track new opportunities
. . L X 4
5 ¢ Monitor competitors -‘,r{ 2
e Stay up to date on the latest supply trends APL Inactive Ingredients Finished Dose Services
) 1021 Clarivate Tams af Uze Privacy Statement Coaliis Policy
N
Explore
¢ Find the right partner and make contact quickly
e Speed up negotiations with online chat and secure
communications
e Requesta quote and a batch sample
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Thank you!
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