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Biopharmaceutical companies are applying genomics to expand their understanding 

of disease, improve their ability to identify and validate drug targets, advance their 

understanding of drug metabolism and transport, and leverage patient stratification 

strategies to obtain and deliver more impactful clinical trial data. Strategically 

applied, genomic data may increase chances for success, accelerate development 

and improve access to drugs that fulfill unmet medical needs.

The FDA, European Medicines Agency and the Japanese Pharmaceutical and 

Medical Devices Agency have published guidelines on pharmacogenomics with the 

expectation that biopharmaceutical companies will leverage genomic tools for  

their drug development programs and include genomic data into their regulatory 

submissions.

PAREXEL’s Genomic Medicine team helps its clients integrate genomic research  

into their global drug discovery and development programs for a smoother journey 

to market. 

For more than 30 years, PAREXEL has served as a trusted partner in the complex 

development journey required of biopharmaceutical and medical device companies. 

We simplify the journey for our clients so their products can reach patients faster. 

The promise of genomic medicine—the ability to leverage  
a patient’s genomic data to improve and personalize 
healthcare—is now entering clinical practice. More than a 
quarter of the new drugs approved by the U.S. Food and Drug 
Administration (FDA) in 2015 were personalized or precision 
medicines1. Over the next five years, the proportion of 
personalized medicines in clinical development is expected 
to increase to nearly 70 percent.2 

1  Personalized Medicine Coalition. 2015 Progress Report. Accessed at http://tiny.cc/6vmr8x February 1, 2016.

2  Tufts Center for the Study of Drug Development Impact Report, Volume 17, No 3, May/June 2015.
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TRANSFORMING DRUG DISCOVERY 
AND DEVELOPMENT OUTCOMES
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Genomics provides insights into disease and all phases  
of drug development—from discovery to post-marketing 
surveillance. 

Biopharmaceutical companies are applying genomics to:

• Inform development decisions 

• Identify and validate drug targets

•  Improve understanding of drug metabolism  
and transport

•  Identify primary indications for use

•  Discover drug repositioning opportunities

•  Use patient stratification or enrichment strategies  
to deliver more impactful clinical trial data

3  The support of human genetic evidence for approved drug indications. 
Nelson MR et al. Nature Genetics, 47, 856-860 (2015).  
Accessed at http://tiny.cc/d2n67x January 14, 2016.

IN 2015, A NATURE GENETICS 
PUBLICATION ESTIMATED THAT 

SELECTING GENETICALLY 
SUPPORTED TARGETS COULD 

DOUBLE THE SUCCESS RATE IN 
CLINICAL DEVELOPMENT.³



Increasingly, regulators and payers seek genomic 
information to inform decision-making as a way of 
assessing benefit-risk and value for the intended 
patient population.

PAREXEL’s Genomic Medicine team helps clients:

•  Develop genomic strategies for selected programs 
or across portfolios of medicines

•  Design and develop biomarker strategies for 
integration into clinical trials

•  Optimize the collection and management of 
pharmacogenomic (PGx) samples and data

•  Maximize the utility of genomic data through  
our expert analysis, results interpretation, and 
regulatory reporting

•  Improve understanding of drug metabolism and 
transport

•  Stratify or enrich patients through clinical trial design

•  Differentiate their drugs from competitor medicines

•  Develop and support companion diagnostic strategies

•  Identify and validate drug targets and make 
recommendations on the primary indication for use

• Reposition existing drugs for new indications

•  Ensure genomic data are collected with an eye 
toward regulatory filings
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PAREXEL’s genomic medicine  
services has a cumulative

Our scientists apply state-of-the-art 
methodologies and the latest 
technologies across

Published

and

YEARS OF EXPERIENCE

PEER REVIEWED 
SCIENTIFIC PAPERS

THERAPEUTIC AREAS 
to support target selection and validation, 
medicine development, differentiation  
and successful registration

300+

300+

16+
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PHARMACOGENOMICS (PGx)

• Develop genomic strategy from first-in-human 
through commercialization

• Operationalize genomic strategy

- PGx protocol and informed consent

- Sampling requirements

- Sample/consent tracking and reconciliation

- Qualify/manage genomics specialty labs

- Genomic data management

- Analysis /reporting of genomic results in 
regulatory submissions and labeling

•  Develop/support companion diagnostic strategy

•  Improve genomic sample collection rates

• Inform drug mechanism of action understanding

•   Apply ADME PGx to inform dose selection

DATA ANALYTICS / INFORMATICS

• DNA Variation

•  RNA Variation

•  Microbiome

• Proteome

•   Metabolome

• Bacterial/Viral Phylogeny

• Host-Pathogen Interactions

• Mechanistic Pathway Analysis

• Genotype Imputation

• Database Mining

• Database Development

• Methods Development

TARGET VALIDATION & REPOSITIONING

Provide genomic evidence to:

•  Improve understanding of disease

•  Identify novel drug targets

•  Inform compound selection

•  Validate drug target: indication relationship

• Identify best primary and alternative indications

CORE SERVICES



Examples of the team’s recent accomplishments

•  Identifying novel drug targets and new drug 
indications using an integrated multi-omics 
approach across multiple conditions

•  Improving dose selection through ADME 
genetic analysis

•  Capturing genetic variations missed by DNA 
microarrays to gain deeper insight with  
genetic data

•  Rapidly and cost-effectively assessing genetic 
variation to answer pharmacogenetic-related 
safety questions

•  Leveraging large clinical trial data sets to 
identify predictors of efficacy and safety

•  Enhancing drug product labeling with 
pharmacogenomic data

• Timely interpretation and integration of 
genomic results into regulatory submissions
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4  Warner AW et al. Challenges in obtaining adequate genetic sample sets in 
clinical trials: The perspective of the Industry Pharmacogenomics Working 
Group. Clin Pharm Ther 2011; 89 (4): 529-36.

IMPROVING DRUG DISCOVERY AND 
DEVELOPMENT DECISION-MAKING

47%+
HIGHER THAN THE 

INDUSTRY STANDARD 
ACROSS ALL PHASES

OUR EXPERTS HAVE ESTABLISHED 
PHARMACOGENOMICS SAMPLE 

COLLECTION RATES
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Our experience will make your journey smoother

Comprehensive genomic analysis often requires 
expert integration of large and complex data sets 
from multiple platforms. PAREXEL’s Genomic 
Medicine team can work with your preferred 
technology vendors, or qualify vendors on your 
behalf, to provide high-quality genomics and other 
–omics data on a variety of platforms. The value 
we provide includes:

• Coordinating and managing multiple vendors 
across complex projects to create a seamlessly 
integrated data package for analysis

• Managing and measuring vendor performance

• Decreasing contract non-compliance, associated 
costs and effort

• Reducing vendor-specific risks

• Driving efficiencies and greater productivity 
through our investments in continuous 
technology and process improvement

The team ensures timely delivery of high-
quality data across a variety of platforms and 
vendors including:

• DNA microarrays

• DMET and custom assays

• Targeted next-generation and whole genome 
sequencing

• Sanger sequencing

• FRET-based assays

• RNA expression arrays

• RNA-Seq

• High-resolution HLA

• Protein expression



PRECISION MEDICINE TAILORED TO 
YOUR DRUG DEVELOPMENT NEEDS

PAREXEL’s Genomic Medicine team offers 
strategic recommendations, innovative 
design, and seamless execution to 
improve decision-making throughout the 
drug discovery and development process.

At PAREXEL, we work with biopharmaceutical companies 
of all sizes and throughout all phases of development to 
provide tailored solutions that address your unique 
needs. You can access the full suite of PAREXEL Genomic 
Medicine services to provide you flexibility in accessing 
specific expertise, increase capacity temporarily, or 
support an entire genomic medicine development 
program. Our genomic medicine services can also be 
seamlessly integrated within full-service outsourcing of 
clinical studies. 
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PAREXEL’s Genomic Medicine Services benefits from 
more than 30 years of PAREXEL’s expertise in leading 
the industry in providing innovative and customized 
outsourcing solutions to biopharmaceutical companies. 
In addition, we leverage an existing international vendor 
network for genomic services that has been vetted 
through procurement, pilot studies and platform 
knowledge/expertise.
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Our regional leads are always 
available for a conversation.

THE AMERICAS
Yves Grenon 
+ 1 781 434 4053 
yves.grenon@PAREXEL.com 

EUROPE

Marc Scull 
+33 6 73 94 61 40  
marc.scull@PAREXEL.com

ASIA PACIFIC

Brian Yang 
+886 2 2727 1100 
asiabiz@PAREXEL.com



WHEREVER YOUR 
JOURNEY TAKES YOU, 
WE’RE CLOSE BY.
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