
BIOSTATISTICS  
SERVICES
Using Biostatistics to Optimize Your Drug Development Journey



YOUR JOURNEY. 
OUR MISSION.®
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Using biostatistics for better study design and success

BIOSTATISTICS: 

the science of applying statistics to the analysis of 

biological or medical data. The science of Biostatistics 

includes the design of biological and medical 

experiments, data collection, summarization, and 

analysis and interpretation of results.



PAREXEL is a global biopharmaceutical services 
company focused on end-to-end integrated 
solutions – from product strategy and clinical 
development to market access and drug lifecycle 
management. By applying the best minds, we 
simplify the journey between science and new 
treatments through innovation and creative 
problem-solving. 

It is no secret that the cost of bringing a new drug 
to the market is exorbitant. Paired with the 
increasing demands to prove a product’s value to 
payers, drug development companies must 
rethink how they structure their clinical 
development plans.

At PAREXEL, our Biostatistics team which is part 
of our Global Data Operations offerings, provides 
clients with integrated, global, therapeutically 
aligned, end-to-end Biostatistics services for 
clinical development planning, execution, and 
analysis across all phases of the development and 
commercialization journey, leading to faster, 
better outcomes. We are constantly looking for 
optimal statistical methods in both the design of 
clinical trials as well as their conduct and 
statistical analysis and reporting.

Our Biostatistics team will help you collect and 
analyze the right data along your journey, 
resulting in:

•  Improved drug/device development 
performance by comparing different regulatory 
strategies under a number of different biological 
scenarios, for example their impact on 
timelines, costs and potential claims relevant 
for regulatory approval and commercialization 
(re-imbursement and competitive marketing)

•  Smarter trial design, e.g., by suggesting 
adaptive trial design elements like sample-size 
re-estimation, dose-selection and general 
group-sequential designs and analyses

•  Reduced risk by setting up appropriate  
“Go/No-Go decision points” and proposals for 
quantitative evaluations to support such 
decisions

•  Focused data insight generation

•  Fraud detection
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PAREXEL’S CORE END-TO-END  
BIOSTATISTICS SERVICES

STUDY ACTIVITIES SERVICES PROVIDED:

PLANNING
The best path for success is one that is 
carefully and thoughtfully planned out.  
Our biostatisticians have experience in  
using state of the art methods to get you 
started off on the right track by determining 
your best options. This could include 
simulations of scenarios to allow data-based 
decisions.

• Study design (e.g. adaptive trial design)
• Study optimization
•  Clinical development plan optimization
• Study simulation
•  Data mining methodology for safety and efficacy
•  Strategy development for data integration and regulatory submission
•  Protocol / SAP development

EXECUTION
Any missteps in execution during the drug 
development journey can result in huge 
costs and time delays. PAREXEL can help 
you avoid potential missteps and mitigate 
risk with delivering on a well conceived plan 
and through robust interrogation of the data 
during the execution phase.

•  Datasets and TFL production
• Data surveillance
•  Application of powerful and innovative statistical methodologies
• Data mining 
• Signal detection and trend analysis
• Fraud detection
•  Risk benefit assessments

REPORTING AND INTERPRETATION
Our experienced global Biostatistics team 
carefully reviews and analyzes your data  
to ensure robustness and validity of the 
collected data as a basis for scientifically 
sound reports, appropriate for regulatory 
submissions and publications, etc.

•  Expert review of key results and statistical assessment
•  Reporting of key results
• Interpretation of results in Study reports and publications

REGULATORY INTERACTIONS
Having a large global Biostatistics team 
means that clients can draw on our 
knowledge and relationships in regulatory 
landscapes including the U.S., Europe, 
Canada, Asia Pacific, etc.

• Preparation of briefing documents
•  Preparation of and attendance/presentation at Health Authority 

meetings including feedback review
•  Response to regulatory or other agency questions (ethic 

committees, reimbursement agencies)
•  FDA Advisory Committee Meeting preparation and attendance

SUBMISSIONS
We will make sure that your submission 
documents are supported with data in full 
compliance with regulatory requirements.

•  Data integration across studies for safety and efficacy
• Input to CTD summary documents
•  Generation of electronic datasets and documentation
• Rapid response support

In particular, our Biostatistics team is experienced in helping clients with the following:

• Group-Sequential and Adaptive Trial design • Observational Research/Non-interventional Studies
• Data Monitoring Committee (DMC) support • Biosimilars
• Rare diseases
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CHOOSE THE  
RIGHT TEAM WITH  
THE RIGHT EXPERIENCE

By choosing PAREXEL as your Biostatistics 
partner, you gain access to an experienced global 
team that is there to guide you to make better 
decisions at every step of your development 
journey. Your success is our success. 

To learn more about our Biostatistics services, 
please visit www.PAREXEL.com/biostatistics. 
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OUR GLOBAL TEAM OF MORE  
THAN 180 BIOSTATISTICIANS  
HAS AN AVERAGE OF 

YEARS OF CLINICAL 
RESEARCH INDUSTRY 
EXPERIENCE. 

 
28% HAVE A Ph.D. 
72% HAVE MASTERS DEGREES

12+
28%

72%



OVER THE PAST FIVE YEARS, WE HAVE PROVIDED 
BIOSTATISTICAL SERVICES FOR THE FOLLOWING 
THERAPEUTIC AREAS:
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PAREXEL Worldwide Studies/Project Experience 
Biostatistics and Programming Projects – Past Five Years (as of 01-Jul-2016)

Dermatology 69

Genitourinary Disorders 26

Cardiovascular Disorders 82

Infectious Diseases  
(including Vaccines) 226

Gastroenterology 69

CNS 257

Hematology  
and Oncology 411

Pulmonary Disorders 85

Endocrine and  
Metabolism Disorders 
(including Diabetes) 128

Rheumatology and 
Orthopedics 183

Ophthalmological and other  
Sensory Organ Disorders 18

Our regional leads are always available for a conversation.

UNITED STATES

Frederick LeMoine 
Vice President,  
Business Development 
+1 919 294 5125 
frederick.lemoine@PAREXEL.com

EUROPE

Andrew Copestake 
Vice President,  
Business Development 

+44 1 895 27 6553 
Andrew.Copestake@PAREXEL.com 

ASIA PACIFIC

Brian Yang 
Vice President,  
Business Development 

+886 2 21769525 
brian.yang@PAREXEL.com



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

CORPORATE HEADQUARTERS

195 West Street 
Waltham, MA 02451 
USA 
+1 781 487 9900

Offices across Europe, Asia and the Americas

www.PAREXEL.com
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