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Advanced operating models in 
life sciences regulatory affairs 
for better compliance, and scale
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Overview

The regulatory function in life sciences is increasingly under pressure to balance 
the demands of life science companies for expansion into new markets, securing 
new product approvals, managing increasing regulatory complexity, maintaining 
global compliance, and increasing speed to market. These expansive demands 
have forced many organizations to adopt advanced operating models, to improve 
regulatory capabilities, efficiency, and scale.
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Business challenges
With rising regulatory requirements, the 
growth and throughput of regulatory affairs 
organizations cannot be sustained. 
Regulatory requirements for life sciences are 
becoming more complex and time-critical, 
requiring in-depth subject matter expertise 
and competencies. Organizations today cannot 
staff for peaks during high-volume submissions, 
nor can they hope to retain all region-specific 
regulatory expertise in-house, forcing internal 
resources to balance the competing challenges 
of managing new product approvals, existing 
portfolio compliance activities, and expansion into 
emerging markets. 

With the industry prone to acquisitive growth,  
M&A has left a trail of legacy technology, processes, 
and standards that have not been rationalized or 
effectively integrated. This has resulted in unreliable 
regulatory information, reporting, and analytics 
to effectively support operations, impacting 
submissions and product approvals, and leaving 
products potentially out of compliance.

Genpact solution
Reimagine regulatory affairs operations with 
holistic solutions and end-to-end domain 
expertise. 
Genpact Pharmalink provides regulatory services 
that transform the way our clients do business—
from regulatory consulting projects to temporary 
staffing services or full-service outsourcing. Our 
Lean DigitalSM approach drives value for our 
clients through a unique approach that reimagines 
regulatory processes through a combination of 
advanced process-centric digital technology, design 
thinking, and lean principles to drive impact.

Formerly Pharmalink Consulting, we’ve been 
partnering with clients to provide regulatory 
solutions for nearly 20 years. As regulatory 
specialists, we work across all phases of the product 
lifecycle—from regulatory strategy, authoring, and 
all aspects of established product maintenance, 
including submission management, publishing, and 
health authority interaction.

Lifecycle management - Regulatory outsourcing 
solution for mature products combines our global 
delivery centers of excellence, standardized 
regulatory processes, operational expertise, and 
digital performance analytics to provide clients 
with cost savings of ~40% in addition to agile 
resources, improved compliance, and best-practice 
regulatory capabilities.

Regulatory operations - From expert support 
in submission planning or dossier compilation, 
to scaling for peaks in submission publishing 
and large-scale data management projects, we 
provide the spectrum of regulatory operations 
services with streamlined processes and only 
employ staff with regulatory affairs expertise to 
ensure quality services.

CMC regulatory affairs - From product launch to 
lifecycle submissions, with nearly two decades 
of experience, CMC support is a cornerstone of 
Genpact Pharmalink’s regulatory services. From 
global delivery centers of excellence across the 
world we provide project-basis consultancy and 
full-service outsourcing in CMC strategy, CMC 
authoring, dossier review, and post-marketing 
maintenance.

CMC compliance evaluation and remediation - 
From consultation and strategic advice to best-in-
class CMC compliance projects and sustainable 
programs, we provide high-quality, cost-effective 
support to ensure regulatory compliance. Our 
industry-leading, lean-enabled methodology, and 
tools are based on 10+ years of experience and 
more than 15,000 licenses reviewed  
and remediated.

Information management - Our experts work with 
clients at all levels to assess, design, and implement 
IT transformation, delivering accurate enterprise-
wide data, greater automation, and deep analytic 
real-time insights.

Consulting and technology - Enabling clients with a 
strategic operating model transformation roadmap 
to best meet the needs of the business’s vision, 
ensuring comprehensive regulatory compliance 
and operational effectiveness, supported by robust 
technology solutions and advanced analytics.



Staff augmentation - With a network of over 
10,000 global regulatory consultants, we take the 
hard work out of finding regulatory professionals 
for any role or assignment—short- to long-term 
projects, at any scale, local or global support in any 
regulated market.

Why Genpact pharmalink?
Genpact Pharmalink is the industry’s leading global 
regulatory services provider with:

•	 Proven regulatory transformation expertise - 
Reap the benefits of over 18 years of experience 
in providing high-quality, global regulatory 
affairs services to 8 out of 10 of the leading 
life sciences companies. Rely on our seasoned 

A global pharmaceutical company looking to 
improve their vendor management, reduce costs, 
and boost compliance partnered with Genpact 
Pharmalink to implement a scalable and flexible 
operating model for their regulatory affairs 
function. By decoupling and operationalizing 
low-risk activities, consolidating support into 
global shared-service hubs and transforming the 
lifecycle management of mature products through 
sustainable RA outsourcing, the company was 
able to reduce costs by 30%, improve efficiency in 
lifecycle management processes, and streamline 
process management across global operations.

Leading pharmaceutical company 
reduces costs by 30% through 
reimagined operations

Case 
Study

team of industry experts who have many years 
of regulatory experience across all major and 
emerging markets

•	 Global regulatory affairs teams - Leverage 
scalable, cost-effective global teams from our 
300+ regulatory professionals in our regulatory 
centers of excellence, strategically situated in 
life science hubs around the world

•	 Local regulatory intelligence - Leverage our 
proprietary Pharmalink Affiliate Network (PAN) 
to provide local regulatory affairs expertise in the 
local language in any regulated market. Covering 
166 markets globally, the PAN provides local 
regulatory insight, strategy, and intelligence in 
markets not covered by a global delivery center

•	 Flexible delivery models - Choose from 
flexible service options that will meet your 
specific needs with onshore, offshore, and 
near-shore resources for greater efficiency 
and maximum value

•	 Technology-enabled services - Access leading-
edge technology solutions that optimize 
automation and workflow execution while 
providing real-time analytics and operational 
insights to drive performance and regulatory 
lifecycle effectiveness

•	 Smart Enterprise Process (SEPSM) framework 
- Benefit from our patented methodology, 
designed to transform regulatory processes 
into best-in-class for delivering maximum 
business impact



About Genpact

Genpact (NYSE: G) stands for “generating business impact.”  We are a global leader in digitally-powered business process management and 
services. We architect the Lean DigitalSM enterprise through our patented Smart Enterprise Processes (SEPSM) framework that reimagines our 
clients’ operating model end-to-end, including the middle and back offices.  This creates Intelligent OperationsSM that we help design, transform, 
and run. The impact on our clients is a high return on transformation investments through growth, efficiency, and business agility.  For two 
decades, first as a General Electric division and later as an independent company, we have been passionately serving a few hundred strategic 
clients including one-fourth of the Fortune Global 500, and have grown to over 70,000 people in 25 countries, with key offices in New York City. 
The resulting business process and industry domain expertise and experience running complex operations are a unique heritage and focus that 
help us drive the best choices across technology, analytics, and organizational design.

For additional information, contact, lifesciences.solutions@genpact.com and visit www.genpact.com/home/industries/life-sciences

Follow Genpact on Twitter, Facebook, LinkedIn, and YouTube.
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