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Introduction

The landscape of regulatory requirements is undergoing
drastic changes, presenting enterprises with an array

of challenges. Challenges such as navigating complex
compliance frameworks, staying abreast of emerging
regulations, and managing diverse geographical
requirements have become formidable obstacles

for enterprises striving for regulatory compliance

and market access. Consequently, an increasing number
of enterprises are turning to external service providers
equipped with specialized knowledge and technological
expertise to navigate these intricate regulatory
landscapes efficiently.

To meet the escalating demand for regulatory and medical
affairs support, service providers are proactively fortifying
their capabilities and offerings. Recognizing the critical
need for adaptable solutions, providers are investing
substantially in technological advancements expanding
their portfolio to encompass cutting-edge tools and
platforms tailored to streamline regulatory processes.
Moreover, to offer enhanced value and accessibility,
providers are augmenting their global footprint establishing
localized support networks to fulfill the nuanced
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requirements of diverse markets.

In this report, we present an assessment and detailed
profiles of 20 service providers featured on the Regulatory
and Life Sciences Regulatory and Medical Affairs
Operations PEAK Matrix® Assessment 2024. The
assessment is based on Everest Group's annual RFI
process for calendar year 2024, interactions with leading
regulatory and medical affairs providers, client reference
checks, and an ongoing analysis of the regulatory and
medical affairs BPS market.

The full report includes the profiles of the following 20
leading service providers featured on the Regulatory
and Life Sciences Regulatory and Medical Affairs
Operations PEAK Matrix® Assessment 2024 :

e Leaders: Accenture, Cencora Pharmalex, Freyr,
Genpact, ICON, IQVIA, and Parexel

e Major Contenders: DXC Technology, HCLTech,
Indegene, Medpace, Navitas life Sciences, PPD,
ProPharma Group, Syneos Health, Tech Mahindra, and
Wipro

e Aspirants: CliniRx, ProTrials, and Quanticate

Scope of this report

Geography: Global
Industry: Life sciences

Services: Life sciences regulatory and
medical affairs operations


https://www2.everestgrp.com/reportaction/EGR-2024-54-R-6477/Toc
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Regulatory and Medical Affairs Operations — services PEAK Matrix® characteristics

Leaders

Accenture, Cencora Pharmalex, Freyr, Genpact,

ICON, IQVIA, and Parexel

e [eaders have a global delivery footprint, and they
exhibit capabilities to serve clients from all tiers —
ranging from emerging biotechs to large
established pharma and MedTech enterprises

e Along with driving superior client engagement,
they have showcased high levels of proactiveness
in taking their innovations and next-generation
service offerings to clients, thereby positioning
themselves as strategic partners. Their offerings,
coupled with consulting-based solutions, are
appreciated by clients

e The majority of Leaders have broad coverage
across the regulatory and medical affairs value
chain and can offer one-stop solutions to
enterprises
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Major Contenders

DXC Technology, HCLTech, Indegene, Medpace,

Navitas life Sciences, PPD, ProPharma Group,

Syneos Health, Tech Mahindra, and Wipro

¢ While Major Contenders may not have an
integrated and comprehensive coverage of the
regulatory and medical affairs operations value
chain, they have been able to deliver value by
strengthening their capabilities through
investments

e Few Major Contenders have also made small
acquisitions to expand their breadth and coverage

* To bridge the gap with Leaders, Major Contenders
are investing in cutting-edge technologies and
AI/ML solutions, while simultaneously increasing
their scale of operations

Aspirants
CliniRx, ProTrials, and Quanticate

® The majority of Aspirants are focused on selective

areas, be it in terms of value chain segments, buyer
type, or geographies

Aspirants in the regulatory and medical affairs
operations arena seek to carve out their niche by
strategically directing investments toward unique
capabilities and specialized use cases, positioning
themselves for future growth and innovation in the
market

They have relatively limited domain and technology
capabilities compared to the Leaders and
Major Contenders
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Everest Group PEAK Matrix®

Life Sciences Regulatory and Medical Affairs Operations PEAK Matrix® Assessment 2024 | Genpact is positioned as a Leader

Everest Group Life Sciences Regulatory and Medical Affairs Operations PEAK Matrix® Assessment 20242

® | eaders B
. High
® Major Contenders

] ] Leaders
O Aspirants Major Contenders

ICON®
Paraxel
o

Tech Mahindra®

Medpace® Syr'@gs Heal

o
ProPharme

Market impact
Measures impact created in the market

Aspirants

Low

o Vision and capability High

Measures ability to deliver services successfully

1 Assessment for CliniRx, Cencora PharmalLex, ICON, Medpace, Navitas Life Sciences, Parexel, PPD, ProTrials, Quanticate and Syneos Health excludes service provider inputs and is based on Everest Group’s proprietary Transaction Intelligence (T1) database, service provider
public disclosures, and Everest Group’s interaction with buyers. For these companies, Everest Group’s data for assessment may be less complete

2 The assessments for IQVIA and ProPharma were assisted by the respective service providers through briefing calls

Source: Everest Group (2024)
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Genpact profile (page 1 of 5)

Overview

Genpact is a global professional services firm that delivers digital solutions. It partners with life Recent acquisitions and partnerships

sciences companies to help keep patients safe. Genpact combines industry expertise with
advanced technology, data management, and advanced analytics to transform regulatory
operations and drive growth while maintaining compliance.

e 2023: Genpact partnered with Automation Anywhere to deliver RPA services to clients. Genpact's RPA
service offering powered by Automation Anywhere includes process design, Center of Excellence (COE)
Setup, implementation services, systems integration, and ongoing managed services to help clients drive
productivity impact and digital transformation

e 2022: in pursuit to expand its experience business, Rightpoint, Genpact acquired Hoodoo Digital,

a digital experience consultancy with deep expertise in Adobe solutions

e Sanjiv Tandon, Global Business Leader, e 2021: Genpact acquired the industry-leading data engineering and analytics firm — Enquero — to drive the
Life Sciences and Healthcare next generation of enterprise digital transformation. This acquisition accelerated Genpact's ability to

leverage data and cloud technologies to drive digital transformation services through advanced analytics

Headquarters: New York City, New York Website: www.genpact.com

Key leaders

e BK Kalra, President and CEO
e Anil Nanduru, Global Business Leader,
High-tech and Manufacturing, and

Consumer and Healthcare

R |
Suite of services ecent developments

e 2023: Genpact announced the opening of the Genpact Atrtificial Intelligence (Al) Innovation

Business services

e Customer Care

e Finance and Accounting

® Risk Management

e Sales and Commercial

e Sourcing and procurement
e Supply chain management
e Sustainability services

RMA operations
Revenue (US$ million)
Number of FTEs

Number of clients

e Trust and safety
¢ Quality and Regulatory Affairs
e Medical Affairs

20211 2022

Not disclosed

785 965

25

Not disclosed

Digital services

e Supply chain management
e Automation

e Artificial intelligence

e Cloud

e Data and analytics

e Technology

e Experience

202312
Not disclosed
1,185
40

1 12 months ending December 31 of any particular year, i.e., from January 1, YYYY to December 31, YYYY
2 Revenue figures for 2023 includes estimate revenue for Q4/December
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Center in London. The center is designed for co-innovation with clients to help unlock business
transformation leveraging Al beyond productivity, in areas such as supply chain management, finance
and accounting, customer care, sales and commercial, and insurance underwriting.

To support the work at the center, Genpact is upskilling its 125,000-strong workforce and is expected to
create new employment opportunities in the UK

2022: Veeva Services Alliances Partner Certifications: Genpact’s overall partner status is Partner —
Commercial Cloud and Preferred Partner - Development Cloud, with the following recognitions:

— Implementation Support, Vault Submissions, Preferred

— Implementation Support, Vault Submissions Archive, Preferred

— Implementation Support, Vault Registrations, Preferred

2021: Genpact expanded its operations in Germany to meet client demand for a range of process-driven
transformation services solutions for regulatory affairs, supply chain management, finance and
accounting, procurement, and analytics across key industries including hi-tech, retail, consumer goods,
life sciences, and industrial manufacturing


https://www.genpact.com/
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Genpact profile (page 2 of 5)

Capabilities and key clients

RMA operations revenue mix by segment RMA operations revenue mix by geography RMA operations FTE split by delivery location RMA operations revenue by buyer size'
Revenue in US$ million Revenue in US$ million Number of FTEs Revenue in US$ million
100% = Not disclosed 100% = Not disclosed 100% = 1185 100% = Not disclosed

Medical affairs
content generation

(2%)
MLR review —‘

and commercial
compliance (2%)—;

Medical affairs Middle East and Africa (1%)
engagement (1%)
LATAM (1%
Others? (1%)

. e oo
Asia Pacific (2 A:)—| Medium (2%)_| l_Sma” (1%)
United Kingdom

Continental
Europe

Labeling and Offshore
artwork

management

Very large k)

65%
. North America ) Mega
Regulatory writing Nearshore &z
and submission

management

Key regulatory and medical affairs operations engagements

Client name LoB Region Client since
Top five Europe major pharma Labeling and artwork management, regulatory writing and submission management, regulatory support services Global 2017
Top five US major pharma Labeling and artwork management, regulatory writing and submission management, regulatory support services Global 2019
Top five US major pharma Labeling and artwork management, regulatory writing and submission management, regulatory support services Global 2015
Top five Europe major pharma Labeling and artwork management, regulatory writing and submission management, regulatory support services Global 2013

1 Buyer size is defined as mega (>US$20 billion), very large (US$10-20 billion), large (US$5-US10 billion in revenue), medium (US$1-US5 billion in revenue), and small (<US$1 billion in revenue)
2 Others include data, consulting, and professional services
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Genpact profile (page 3 of 5)

Technology solutions / tools

Application

Processes served

Year launched
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Description

[NOT EXHAUSTIVE]

Number of clients

Generative Al
RIM Bl Hub

Cora Reglntel

DMAT
HAQA Al
MAST
OPS 360

Cora RegAssure
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Labeling and artwork management, regulatory writing and
submission management, regulatory support services, others

Labeling and artwork management, regulatory writing and
submission management, regulatory support services, others

Labeling and artwork management, regulatory writing and
submission management, regulatory support services,
medical affairs content generation, others

Regulatory support services, others

Labeling and artwork management, regulatory writing and
submission management, regulatory support services, others

Labeling and artwork management, regulatory writing and
submission management, regulatory support services, others

Regulatory writing and submission management, regulatory
support services

Labeling and artwork management, regulatory writing and
submission management, regulatory support services

2022

2021

2020

2020

2020

2019

2018

2017

It is a generative Al-based solution for competitive intelligence.

This solution generates insights from RIM data systems (e.g., Veeva Vault) for
regulatory status, patterns in volumes, and HA questions.

This solution automatically transforms collection, storage, maintenance, and
consumption of regulatory requirements, intel, and precedence.

It is an automated data mining and extraction solution for Identification of Medicinal
Products (IDMP) implementation and data enrichment (XEVMPD, RIM etc.).

It is an Al-based solution to extract insights from previous Health Authorities (HA)
Q&A to enable fast, consistent, and high-quality HA interactions.

It is a cloud-based solution leveraging integrated algorithms for planning, tracking,

and visualization of Marketing Authorizations (MA) and Stock Keeping Units (SKU).

It is a holistic performance management solution for global regulatory operations
using analytics.

Itis a cloud-based solution to manage processes in submission planning, tracking,
labeling, and compliance programs.

1
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Genpact profile (page 4 of 5)

Key delivery locations

® | ondon
® Europe (Remote)

Bucharest
® United States (Remote) China (Remote) @ @ Japan (Remote)
® Mumbai
Bangaloree
¢ Costa Rica
® Malaysia (Remote)
®| atin America
(Multiple locations)
® Johannesburg
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Genpact profile (page 5 of 5)

Everest Group assessment — Leader

Market impact
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Measure of capability: @ Low . High

Vision and capability

Overall

P

Value delivered

9

Portfolio mix

D

Market adoption

9

Strengths

e Genpact offers a comprehensive suite of digital solutions, including in-house tools (Cora

Reg Assure, Core Reg Intel, RIM Bl Hub, etc.), strategic partnerships (AWS, Veeva, etc.),
and cutting-edge Al capabilities such as the HAQA tool that uses generative Al and NLP to
automate responses to health authority inquiries

Genpact's Regulatory-as-a-Service (GRaaS) integrates the domain knowledge of
regulatory specialists with Genpact's robust digital solutions while providing the flexibility to
select a modular or a full-service package as per client requirements

This service provider specializes in medical affairs engagement, offering expertise in KOL
engagement and MSL support

Genpact has strengthened its presence in the MedTech space by winning new deals,
including deals that serve carve-outs of medical device companies

/ﬁe rest Group®

Innovation and
investments

Vision and
strategy

9

Scope of services
offered

9

Overall

9

Delivery footprint

D

Limitations

¢ Buyers have cited that although Genpact has demonstrated expertise in handling volume-
intensive tasks such as CMC, its prowess in addressing regional level domain-intensive
services and market authorization holder (MAH) services remains relatively limited
compared to specialists

e While small enterprises are actively seeking digital transformation support to compete with
larger enterprises, Genpact’s limited penetration amongst the small client segment, may
result in it missing out on this opportunity
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Appendix

PEAK Matrix® framework
FAQs
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Everest Group PEAK Matrix® is a proprietary framework for assessment of market impact and
vision and capability

Everest Group PEAK Matrix

High

Major Contenders

Market impact
Measures impact created in the market

Low

Low - - High
Vision and capability

Measures ability to deliver services successfully

/Eerest Group® Proprietary & Confidential. © 2024, Everest Global, Inc. | this document has been licensed to Genpact
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MATRIX"

Services PEAK Matrix® evaluation dimensions

Measures impact created in the market — 4
captured through three subdimensions

Leaders
Market adoption

Number of clients, revenue base,
YoY growth, and deal value/volume

Major Contenders

Portfolio mix
Diversity of client/revenue base across
geographies and type of engagements

Market impact

Value delivered

Value delivered to the client based on customer
feedback and transformational impact

Vision and capability

Measures ability to deliver services successfully.
This is captured through four subdimensions

Vision and strategy Scope of services offered Innovation and investments Delivery footprint
Vision for the client and itself; Depth and breadth of services  Innovation and investment in the enabling Delivery footprint and global
future roadmap and strategy portfolio across service areas, e.g., technology IP, industry/domain sourcing mix

subsegments/processes knowledge, innovative commercial

constructs, alliances, M&A, etc.

/Eerest Group® Proprietary & Confidential. © 2024, Everest Global, Inc. | this document has been licensed to Genpact
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FAQs

Q: Does the PEAK Matrix® assessment incorporate any subjective criteria? Q: What is the process for a provider / technology vendor to leverage its PEAK Matrix positioning?
A: Everest Group’s PEAK Matrix assessment takes an unbiased and fact-based approach that A: Providers/vendors can use their PEAK Matrix positioning or Star Performer rating in multiple ways
leverages provider / technology vendor RFls and Everest Group’s proprietary databases containing including:
providers’ deals and operational capability information. In addition, we validate/fine-tune these results * Issue a press release declaring positioning; see our citation policies

K . . . . iofings.
based on our market experience, buyer interaction, and provider/vendor briefings e Purchase a customized PEAK Matrix profile for circulation with clients, prospects, etc. The

Q: Is being a Major Contender or Aspirant on the PEAK Matrix, an unfavorable outcome? package includes the profile as well as quotes from Everest Group analysts, which can be used in
A: No. The PEAK Matrix highlights and positions only the best-in-class providers / technology vendors PR
in a particular space. There are a number of providers from the broader universe that are assessed e Use PEAK Matrix badges for branding across communications (e-mail signatures, marketing

and do not make it to the PEAK Matrix at all. Therefore, being represented on the PEAK Matrix is
itself a favorable recognition.

brochures, credential packs, client presentations, etc.)

The provider must obtain the requisite licensing and distribution rights for the above activities through

Q: What other aspects of the PEAK Matrix assessment are relevant to buyers and providers other than an agreement with Everest Group; please contact your CD or contact us
the PEAK Matrix positioning?

A: A PEAK Matrix positioning is only one aspect of Everest Group’s overall assessment. In addition to
assigning a Leader, Major Contender, or Aspirant label, Everest Group highlights the distinctive
capabilities and unique attributes of all the providers assessed on the PEAK Matrix. The detailed
metric-level assessment and associated commentary are helpful for buyers in selecting
providers/vendors for their specific requirements. They also help providers/vendors demonstrate their
strengths in specific areas.

Q: Does the PEAK Matrix evaluation criteria change over a period of time?

A: PEAK Matrix assessments are designed to serve enterprises’ current and future needs. Given the
dynamic nature of the global services market and rampant disruption, the assessment criteria
are realigned as and when needed to reflect the current market reality and to serve enterprises’
future expectations.

Q: What are the incentives for buyers and providers to participate/provide input to PEAK Matrix
research?
A: Enterprise participants receive summary of key findings from the PEAK Matrix assessment

For providers

® The RFI process is a vital way to help us keep current on capabilities; it forms the basis for our
database — without participation, it is difficult to effectively match capabilities to buyer inquiries

® |n addition, it helps the provider/vendor organization gain brand visibility through being in included
in our research reports

/E\Verest Group® Proprietary & Confidential. © 2024, Everest Global, Inc. | this document has been licensed to Genpact



Stay connected

Dallas (Headquarters)
info@everestgrp.com
+1-214-451-3000

Bangalore Delhi
india@everestgrp.com
+91-80-61463500

Website
everestgrp.com

Blog Follow us on
everestgrp.com/blog

india@everestgrp.com
+91-124-496-1000

Toronto
canada@everestgrp.com
+1-214-451-3000

London
unitedkingdom@everestgrp.com
+44-207-129-1318
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Everest Group is a leading research firm helping business leaders make confident decisions. We guide clients through today’s market challenges and strengthen their strategies by applying contextualized problem-solving
to their unique situations. This drives maximized operational and financial performance and transformative experiences. Our deep expertise and tenacious research focused on technology, business processes, and engineering
through the lenses of talent, sustainability, and sourcing delivers precise and action-oriented guidance. Find further details and in-depth content at www.everestgrp.com.

Notice and disclaimers

Important information. Please review this notice carefully and in its entirety. Through your access, you agree to Everest Group’s terms of use.

Everest Group’s Terms of Use, available at www.everestgrp.com/terms-of-use/, is hereby incorporated by reference as if
fully reproduced herein. Parts of these terms are pasted below for convenience; please refer to the link above for the full
version of the Terms of Use.

Everest Group is not registered as an investment adviser or research analyst with the U.S. Securities and Exchange
Commission, the Financial Industry Regulatory Authority (FINRA), or any state or foreign securities regulatory authority.
For the avoidance of doubt, Everest Group is not providing any advice concerning securities as defined by the law or
any regulatory entity or an analysis of equity securities as defined by the law or any regulatory entity.

All Everest Group Products and/or Services are for informational purposes only and are provided “as is” without any
warranty of any kind. You understand and expressly agree that you assume the entire risk as to your use and any
reliance upon any Product or Service. Everest Group is not a legal, tax, financial, or investment advisor, and nothing
provided by Everest Group is legal, tax, financial, or investment advice. Nothing Everest Group provides is an offer to
sell or a solicitation of an offer to purchase any securities or instruments from any entity. Nothing from Everest Group
may be used or relied upon in evaluating the merits of any investment. Do not base any investment decisions, in whole
or part, on anything provided by Everest Group.

Products and/or Services represent research opinions or viewpoints, not representations or statements of fact.
Accessing, using, or receiving a grant of access to an Everest Group Product and/or Service does not constitute any
recommendation by Everest Group that recipient (1) take any action or refrain from taking any action or (2) enter into a
particular transaction. Nothing from Everest Group will be relied upon or interpreted as a promise or representation as to
past, present, or future performance of a business or a market. The information contained in any Everest Group Product
and/or Service is as of the date prepared, and Everest Group has no duty or obligation to update or revise the
information or documentation. Everest Group may have obtained information that appears in its Products and/or
Services from the parties mentioned therein, public sources, or third-party sources, including information related to
financials, estimates, and/or forecasts. Everest Group has not audited such information and assumes no responsibility
for independently verifying such information as Everest Group has relied on such information being complete and
accurate in all respects. Note, companies mentioned in Products and/or Services may be customers of Everest Group or
have interacted with Everest Group in some other way, including, without limitation, participating in Everest Group

research activities.
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With you on the journey
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