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Achieving an inspection-ready Trial Master File (TMF) with complete insight into quality, 
completeness and timeliness is a top-priority for sponsor organizations. However, meeting 
these requirements can be a difficult and time consuming task.

To ensure you can deliver inspection and submission-ready TMFs, your eTMF operations must be designed to ensure the f
ollowing needs are met:

•	 They are compliant with existing and new regulations

•	 They deliver the highest document metadata quality      
and accuracy

•	 Internal and external stakeholders have full oversight

•	 Your records management process is lean and 
sustainable

•	 You can effectively manage collaboration and Contract 
Research Organization (CRO) relations

Atos solution
Atos has designed a trial master file (TMF) management solution that leverages a centralized managed services model with a 
clear governance plan and metrics to ensure the correctness, completeness and timeliness of TMF documents. Our end-to-end 
suite of TMF services includes:

Our services are delivered in a highly efficient, centralized managed services model, with nearly 700 experts working with CROs 
in 50+ countries. Our TMF management team consists of physicians, pharmacists, clinical researchers and associates who have a 
deep understanding of CRO operations.

Business benefits
•	 Consistent, inspection and submission-ready TMFs

•	 Improved quality, with 98+% quality accuracy

•	 30+% cost reduction with industry-best processes and automated workflows

•	 Faster turnaround time, with documents processed/finalized within 48 hours

•	 Improved compliance through a dedicated global team trained on standard 
operating procedures and work instructions
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Atos managed services model

Atos in action
Automated metadata extraction for 
eTMF migration support 

Atos collaborated with a top 5 life 
sciences organization to migrate its 
TMF documents to a new platform. We 
implemented a human-guided, AI-
enabled metadata extraction process 
to optimize the workflow and improve 
accuracy. Our innovative process 
enabled a massive repository with 1,000+ 
document types to be migrated 40% 
faster, meeting the client’s tight timeline.

Cloud-based eTMF platform 
implementation and support 

We executed a data migration, helping 
the client transition to an industry-
leading cloudbased eTMF platform 
that acts as a centralized document 
management system for TMF and 
clinical documents. The productivity 
of the migration process was boosted 
by our detailed cause code and effort 
analysis. In addition, Atos deployed 
an analysis team to execute a post-
migration data verification to ensure the 
accuracy of the migration. 

End-to-end TMF                       
management operations 

Atos currently provides 24/7 global TMF 
operational support for a top 10 global 
pharmaceutical company. The client 
had experienced delays in document 
retrieval that were impacting audits and 
inspection. We stepped in to prioritize the 
documents according to criticality, then 
implemented quality check gates across 
the process, ensuring the highest quality 
deliverables. Our solution increased 
productivity by 23% by reducing manual 
efforts and implementing centralized 
quality controls, and provided an optimal 
balance between quality, speed and cost.

Why Atos?
•	 Strong remote support capabilities for distributed workforces

•	 Mature TMF capabilities with in-depth knowledge of eTMF systems, reference models and ICH GCP E6 guidelines

•	 12+ years of strong clinical domain experience with life sciences clients

•	 Highly scalable and flexible eTMF model

•	 Powerful automation-driven TMF processes that ensure high data quality by reducing manual effort and manual errors

•	 Independent quality control: achieving uncompromised and unbiased data quality and integrity with robust QC  and QA processes

Central TMF
Management

Quality &
Compliance

Proactive Risk Management          Delivery Excellence   Innovation and Optimization

Central team management
• US, EU, India-based teams
• Onboarding and training
• Demand planning and
   work allocation

Unified governance
• Metrics and reporting
• Common interactive
  dashboard

Ecosystem management
• CRO bonding
• TMF status tracking
   across channels

Harmonized processes
• SOPs and checklists
• Work instructions
• Training content

Continuous quality
• QCC model
• Zone and section QC
• Artifact-level QC

Regulatory compliance
• ICH Guidelines
• 21CFR part 11
• EMA/INS/GCP/856758/2018

We follow every individual TMF plan and maintain a full traceability matrix with powerful dashboards to provide sponsors with 
full TMF health insights.
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© Copyright 2022, Atos SE. Confidential Information owned 
by Atos group, to be used by the recipient only. This 
document, or any part of it, may not be reproduced, copied, 
circulated and/or distributed nor quoted without prior 
written approval of Atos.

Atos is a global leader in digital 
transformation with 112,000 employees 
and annual revenue of c. € 11 billion. 
European number one in cybersecurity, 
cloud and high-performance computing, 
the Group provides tailored end-to-end 
solutions for all industries in 71 countries. 
A pioneer in decarbonization services 
and products, Atos is committed to a 
secure and decarbonized digital for its 
clients. Atos is a SE (Societas Europaea), 
listed on Euronext Paris and included in 
the CAC 40 ESG and Next 20 indexes.

The purpose of Atos is to help design 
the future of the information space. 
Its expertise and services support the 
development of knowledge, education 
and research in a multicultural approach 
and contribute to the development of 
scientific and technological excellence. 
Across the world, the Group enables 
its customers and employees, and 
members of societies at large to live, 
work and develop sustainably, in a safe 
and secure information space.

Find out more about us
atos.net
atos.net/career

Let’s start a discussion together

https://twitter.com/atos
https://www.facebook.com/Atos/
https://www.linkedin.com/company/1259/
https://www.youtube.com/user/Atos
https://atos.net/en/raison-detre
https://atos.net/en/
https://atos.net/en/careers

