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Changing Regulatory Requirements 
Present Complex Challenges
The evolving regulatory environment is causing 
transformation of Trial Master File (TMF) Management 
and Oversight. Regulatory authorities are now more 
focused on active TMF Management. This has resulted  
in an increase in major and critical inspection findings 
with 50% of critical findings related to record keeping  
and essential documents.1

Incomplete and/or errors in the TMF not only leads  
to regulatory incompliance, but may also lead to  
delayed regulatory submissions, increased audit  
activity, delays in getting medicines to patients and 
significant financial losses. 

Trusted TMF Support From  
Full Service to FSP
Whether you need TMF services as part of a full service 
offering or as a Functional Service Provider (FSP), the 
Syneos Health® TMF team: 

• Brings scalability and reliability to successfully  
deliver TMF services

• Delivers robust TMF processes, technological 
capabilities and demonstrated quality

• Provides a sustainable competitive edge when  
it comes to inspection readiness

Proven experience with  
all eTMF platforms,  
5+ years with Veeva Vault

500+ staff in 18 countries

700+ active TMF studies
150,000+ documents  
processed monthly



About Syneos Health
Syneos Health® (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions 
organization. The Company, including a Contract Research Organization (CRO) and Contract 
Commercial Organization (CCO), is purpose-built to accelerate customer performance to 
address modern market realities. We bring together approximately 27,000 clinical and 
commercial minds with the ability to support customers in more than 110 countries. Together 
we share insights, use the latest technologies and apply advanced business practices to speed 
our customers’ delivery of important therapies to patients. To learn more about how we are 
Shortening the distance from lab to life®, visit syneoshealth.com or subscribe to our podcast.

TMF Completeness Reviews
Outlines of expected documents  
and identification of missing content

TMF Migration  
Planning/Remediation 
Mitigation of system migration  
challenges efficiently and effectively

TMF Inspection  
Readiness Evaluations
Determination of Inspection  
Readiness, gaps and risks

TMF Consultancy Services
Insight on all TMF areas including 
system evaluation & implementation, 
process, and controlled document 
development

Document Processing Services
Within any eTMF system including  
upload, indexing, and ALCOA+  
quality checks

TMF Management Services
KPI development, study and portfolio 
oversight to mitigate potential risks

TMF Transition/Conversions
Paper to electronic and/or  
TMF structure conversion

Want to learn more? 
Tonia Huggins | Director, TMF Operations
Direct +1 984 459 5017 
tonia.huggins@syneoshealth.com

Reference: 1. Medicine & Healthcare Products Regulatory Agency GCP Inspections Metrics Report, 12 February 2021.

TMF Customized 
Services to  

Fit Your Needs

Syneos Health TMF Advantage

Dedicated TMF Team  
Highly qualified TMF experts who: 

• Apply critical thinking  
to your program 

• Are committed to high quality 
delivery and innovation

High Quality, Cost-Effective Solutions 
Our customizable, blended  
delivery models: 

• Utilize automated processes  
and expert TMF resources

• Are available in many  
geographic locations

Experienced Operational Support 
Extensive experience working  
in sponsor systems allows us to: 

• Anticipate and remove barriers

• Leverage lessons learned to  
accelerate operational excellence 
through an integrated TMF partnership

Why choose Syneos Health TMF FSP?
As part of FSP 360, our dedicated TMF solutions team leverages our TMF expertise combined with the reach of a full-service 
organization able to provide FSP, hybrid and non-traditional capabilities to deliver high-value, strategic solutions. 
FSP 360 is an essential component of our Biopharmaceutical Acceleration Model™ (BAM), a comprehensive clinical continuum 
that delivers what today’s customers need most—an end-to-end clinical partner committed to strategic solutions designed to 
accelerate performance.
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