
The current environment for regulatory affairs in life sciences is a tough one. 
Companies are under pressure to manage a wide range of competing demands.

On one hand, they want to focus on value-added work and get rapid approval for 
new products. On the other hand, the work involved in maintaining compliance of 
existing products is mounting. They must keep up and comply with increasingly 
complex and time-critical regulatory requirements.

Efficiency is also top of mind. The mantra today is to do more with less by applying 
the right resources at the right time. All of this calls for agile teams – globally and 
locally – that can flex to deal with peaks in regulatory submissions and high volumes 
of data. That is not always an easy bill to fill.

These issues multiply when companies do not have the right processes and systems 
in place. Mergers and acquisitions often result in a mix of legacy technology and 
processes. Without harmonization, compliance and productivity can suffer because 
regulatory information, reporting, and analytics may be unreliable.

Industry leaders need ways to address these challenges to make regulatory affairs 
a highly efficient growth engine that concentrates on product development and 
strategic initiatives.

Simplify compliance 
with holistic 
regulatory solutions

Overview

The challenge: addressing 
conflicting demands
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Our solution: expertise that unlocks growth and boosts agility
With more than 20 years of experience in the field, Genpact provides holistic solutions for regulatory issues. We 
deliver consulting services, business process management, and process redesign that transforms how our life 
sciences clients do business. Our unique Lean DigitalSM approach combines our domain expertise, design thinking 
approaches, and lean principles with advanced digital technologies. We address each phase of the product lifecycle, 
from regulatory strategy to license maintenance.

Consulting services
We offer consulting services to transform regulatory operations, including

Managed services
We offer end-to-end business process management across the product lifecycle, from new product submissions to license 
maintenance across all modalities, including

Management 
advisory

Digital 
advisory

Domain 
advisory

 ● Transformation business case and 
program management

 ● Target operating model

 ● Process harmonization and Lean Six 
Sigma re-engineering

 ● M&A integration support

 ● Digital transformation 
business case and roadmap

 ● Regulatory information 
management strategy

 ● Dossier change control 
management

 ● Compliance gap assessment and 
remediation (CMC and Labeling)

 ● Regulatory-quality audits

CMC
Strategy and authoring

Lifecycle maintenance
End-to-end product lifecycle 
management

Regulatory operations
Submissions management, 
publishing, lifecycle management 
support, ancillary documents

Labeling
Authoring and company core data 
sheet management
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Digital
Digital products and services that transform regulatory, from support with regulatory systems to automation with 
advanced digital technologies, including

Staffing
Our network of 10,000-plus regulatory professionals around the world can provide local expertise. They can give you short-
term support and specialized advice, as needed.

Cora RegAssure
 ● Modular digital platform for 

automation and workflow 
management of the product 
lifecycle, including Command 
Center, Labeling, CMC 
Compliance, CMC Change 
Control, Regulatory Intelligence, 
and Virtual Living Dossier

Digital enablement
 ● End-to-end assessment of 

technology practices to determine 
feasibility and pragmatic application 
of emerging technologies, such as 
RPA and artificial intelligence (AI), as 
well as other related technologies

Data management
 ● As a technology partner to many 

of the technology providers, 
Genpact provides system of record 
implementation support

 ● Data migration services to ensure 
new technology is implemented 
with complete, accurate, and 
consistent data sets

 ● Establish a robust data governance 
framework to incorporate best 
practices to ensure compliance

Case study

A global pharmaceutical company
A global pharmaceutical company collaborated with Genpact to execute a scalable and flexible operating model for regulatory affairs. 
By outsourcing low-risk maintenance activities to Genpact, changing to global shared-service hubs, and outsourcing mature product 
lifecycle management, the company reduced costs by 30%. What’s more, lifecycle management processes became more efficient, and 
the firm streamlined process management throughout its global operations.

Case study

A leading biopharmaceutical enterprise
A leading biopharmaceutical enterprise that was introducing a new regulatory information management system wanted to make 
its large global regulatory affairs function more efficient and effective at the same time. Genpact came on board to define its target 
operating model. In this short engagement, Genpact identified a future state operating model that would produce a more than 35% 
improvement in efficiency through centralization and process standardization. As well, we helped the client build a robust business 
case and implementation road map.
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Sample engagements
 ● CMC compliance

More than 3,000 licenses reviewed and remediated for a 

top-15 pharma client as part of a conformance program

 ● Submissions management and 
publishing
More than 5,500 global submissions managed annually 

for a top-5 pharma company

 ● Change control
17,000 change requests as part of merger support for a 

top-10 pharma client

 ● Data management
42,000 records remediated for a top-15 pharma 

company to ensure compliance with the European 

health authority

Why Genpact?
Genpact is the industry’s leading regulatory services provider.

Our roster of clients – We have collaborated with 12 of the 
15 leading life sciences companies to deliver high-quality 
regulatory services.

Global delivery network – We provide scalable teams 
wherever needed. We have regulatory affairs professionals 
working at 70 delivery centers in 16 countries.

Local regulatory intelligence – Our proprietary Pharmalink 
Affiliate Network (PAN) delivers local regulatory affairs 
expertise to more than 150 countries in the local language. 
PAN also provides local regulatory support in markets not 
covered by a global delivery center.

advanced digital technologies – Genpact Cora, our AI-
based platform, transforms regulatory operations with RPA, 
machine learning, conversational AI, and Dynamic Workflow.
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about Genpact

Genpact (NYSE: G) is a global professional services firm that makes business transformation real. We drive digital-led innovation and 
digitally-enabled intelligent operations for our clients, guided by our experience running thousands of processes primarily for Global 
Fortune 500 companies. We think with design, dream in digital, and solve problems with data and analytics.  Combining our expertise 
in end-to-end operations and our AI-based platform, Genpact Cora, we focus on the details – all 87,000+ of us. From New York to New 
Delhi and more than 25 countries in between, we connect every dot, reimagine every process, and reinvent companies’ ways of working. 
We know that reimagining each step from start to finish creates better business outcomes. Whatever it is, we’ll be there with you – 
accelerating digital transformation to create bold, lasting results – because transformation happens here.

For additional information visit https://www.genpact.com/risk-compliance/regulatory-affairs

Get to know us at Genpact.com and on LinkedIn, Twitter, YouTube, and Facebook.
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