Best Practices for eTMF
Transfer from CRO to Sponsor
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Introduction

In the world of clinical trials, the transfer of an electronic Trial Master File (¢ TMF) from a Contract Research
Organization (CRO) to a sponsor is a critical step in a clinical trial's lifecycle. It requires careful navigation to
ensure data integrity, security, and compliance. An eTMF contains all necessary clinical frial documentation
in digitized format. While eTMF transfers enable sponsors to take ownership of these files, the stakes are high.
If not managed properly, errors could compromise trial data or regulatory compliance. With tight timelines
adding pressure, thorough planning and oversight are essential fo successfully fransitioning an eTMF while
safeguarding information accuracy and adherence to guidelines.

The Transfer Process:

p Involves the exchange of crucial documents, data, and information from the CRO
to the sponsor.

p  Ensures that the trial data is complete, accurate, and archived for future review
and analysis.

The process can be complex. But with a strategic approach, the right technology and diligent preparations, a
sponsor can effectively manage the complexity.

At Egnyte, we know about seamless eTMF transfers. Our unified platform centralizes all your documents and
data from start to finish, we ensure all documents are present and accurate with study metrics and dashboards.

This ebook aims to provide a comprehensive guide on navigating the challenges of e TMF fransfer from CRO to
Sponsor, offering best practices and effective strategies.

THE IMPORTANCE OF ETMF IN CLINICAL TRIALS

The eTMF is a vital fool in managing the vast amount of documentation and data generated during a clinical
trial. It ensures that all essential documentation related to a clinical trial is available in a central location,
enabling efficient management, tracking, and auditing of clinical trial data. It facilitates collaboration
between different trial stakeholders, ensuring a seamless flow of information and communication.

eTMFs are designed to streamline the management of clinical trial documents, providing a centralized location
that allows for easy access, retrieval, and maintenance. The eTMF ensures that clinical trials are conducted

per regulatory requirements. It serves as proof of compliance, providing tangible evidence that the trial was
conducted following the applicable guidelines and standards. Compliance is critical during audits, where the
eTMF serves as the primary source of verification for the trial's quality.

Aside from compliance, eTMF also plays a crucial role in enhancing the efficiency and productivity of the

clinical trial process. It eliminates the need for manual handling of paper documents, reduces errors, and speeds
up the process of document retrieval and review.
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CHALLENGES IN ETMF TRANSFER FROM CRO TO SPONSOR

While critical, eTMF transfers pose major challenges. This process involves exchanging a large amount of
sensitive data and documents, requiring careful management to ensure security and compliance.

One of the primary challenges in eTMF transfer is ensuring the data's completeness and accuracy. The eTMF
must contain all the necessary documents and data, which must be accurate and up-to-date. Any gaps or
inaccuracies in the eTMF can lead to compliance issues and jeopardize the trial results' validity.

Another significant challenge in e TMF transfer is ensuring the security of the data. The eTMF contains
sensitive patient data and trial information, and it is crucial o ensure that this data is securely transferred and
stored.

The complexity of the eTMF transfer process can also pose a challenge. The process involves multiple steps
and requires coordination between different stakeholders. It requires careful planning and execution to ensure
the process is carried out smoothly and efficiently.

These risks require air-tight collaboration, security, and compliance practices. Egnyte's unified platform
provides just that.

MAINTAINING COLLABORATION, SECURITY, AND COMPLIANCE
IN ETMF TRANSFER

Site-to-site collaboration, security, and maintaining compliance are critical in successfully transferring eTMF
from CRO to sponsor. These elements are integral to ensuring the transfer process's integrity, compliance,
and efficiency.

Egnyte enables seamless collaboration across sites between the CRO and the sponsor. Study teams are able

to collaborate on the final eTMF structure in the new system based on their workflow needs. This ensures
that all parties are on the same page and that the transfer process is carried out smoothly.
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Security in eTMF transfer is paramount. Egnyte’s robust security and compliance controls ensure that data
is securely transferred and that it is stored in a secure environment post-transfer. This ensures that sensitive
patient data and trial information is protected.

Adhering to compliance throughout the duration of your study is critical, especially when it is time for
submissions. Egnyte is built on the TMF reference model. Our e TMF ensures inspection readiness and
completeness by establishing clear processes and procedures for eTMF transfer that adhere to applicable
guidelines and standards.

By centralizing document control and system access, Egnyte simplifies transfer complexity.

STREAMLINING ETMF TRANSFER WITH SIMPLICITY AND
EASE OF USE

Simplicity and ease of use play a crucial role in successfully tfransferring eTMF. Egnyte’s intuitive, user-friendly
system can significantly enhance the efficiency and effectiveness of the transfer process.

Egnyte's intuitive interface enables users to:

p  Streamline the process of document retrieval, review, and fransfer. It can reduce
the time and effort required to locate and transfer documents, making the
process more efficient and less prone to errors.

p  Monitor study completeness, timeliness and quality in real-time using the study
dashboard.

p Cenftralize data from ongoing and completed studies in a secure repository.

With fewer clicks and less training, feams can focus on moving insights forward - not navigating systems.
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TMF AUDIT - HOW TO NAVIGATE AND WHAT TO EXPECT

A TMF audit is a crucial step in the eTMF transfer process. It provides an opportunity to verify the
transferred data's completeness, accuracy, and compliance.

During a TMF audit, the auditor will review the transferred data to ensure that it contains all the necessary
documents and that these are accurate and up-to-date. The auditor will also verify compliance with the
applicable regulatory guidelines and standards.

The TMF audit can be painstaking, but with proper preparation, it can be navigated successfully. This
involves ensuring that the eTMF is complete, accurate, and compliant before the audit. It also consists of
preparing for potential questions and requests from the auditor and being ready o provide the necessary
documentation and evidence.

Even though the thought of an audit might be daunting, Egnyte is able to assist with its e TMF archival
capabilities.

THE ROLE OF ARCHIVAL AND AUDIT TRAILS IN ETMF TRANSFER

Archival and audit frails are critical components of eTMF transfer. They provide a record of the fransfer process,
ensuring transparency, accountability, and traceability. It is the process of securely storing the transferred data
for future reference and review.

Egnyte provides a secure environment that enables easy retrieval and review. Egnyte's e TMF audit trails
record all actions taken during the eTMF transfer process. They provide a log of who accessed what data, when
it was accessed, and what actions were taken. This clearly records the transfer process, facilitating accountability
and traceability.

ACCELERATING TIME-TO-VALUE

Time to value and operational excellence are critical objectives in eTMF transfer. Achieving these objectives
requires a strategic approach and diligent execution.

Egnyte accelerates clinical insights by:

p  Minimizing the time and effort required to complete the fransfer process, this
maximizes the benefits derived from fransferred clinical content.

p  Providing instant availability of data after fransfer.

p  Providing access to inspection-ready inventory and completeness reports.

With Egnyte, an ready to deploy inspection ready eTMF can accelerate the efforts in bringing therapies o
market faster.
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ETMF PLANNING AND TMF PLAN - BEST PRACTICES

Effective eTMF planning is crucial to successfully transferring eTMF from CRO tfo sponsor. The TMF plan
should outline the process and procedures for the eTMF fransfer, ensuring that all steps are carried out in an
organized, systematic manner.

The TMF plan should include a clear timeline for the transfer process, outlining the key milestones and
deadlines. It should also define the roles and responsibilities of all parties involved in the transfer process.

The TMF plan should also include a detailed procedure for transferring documents and data. This should
consist of document retrieval, review, transfer, and archival steps. It should also outline the process for ensuring
the security and compliance of the transferred data.

Conclusion

PLANNING A SEAMLESS ETMF TRANSFER

Navigating the challenges of eTMF transfer from CRO to sponsor requires a strategic approach and diligent
preparation. With a clear understanding of the process, a robust TMF plan, and a commitment to compliance,
security, and efficiency, the process can be navigated successfully.

While the process can be complex and challenging, the benefits of a successful eTMF transfer are significant.
With Egnyte, biotechs are able to ensure data integrity and compliance of the trial content, enhance the
efficiency and productivity of the clinical trial process, and store and share sensitive clinical data in a secure
centralized repository.

In the end, the successful tfransfer of eTMF from CRO to sponsor is a critical step in the lifecycle of a clinical
trial. It is a process that requires careful navigation, but it can be navigated successfully with the right
approach and fools.

The process of transferring your eTMF from your CRO can be a daunting task, laden with challenges and
complexities. But you don't have to navigate it alone. Talk to us about lowering eTMF costs without
compromising security and compliance when transferring your TMF content from your CRO.

Chat with Specialist

1
EGNY.TE Contact Us
Egnyte is the secure multi-cloud platform for content security and governance that enables organizations to better protect and +1-650-968-4018
collaborate on their most valuable content. Established in 2008, Egnyte has democratized cloud content security for more than 1350 W. Middlefield Rd.

— . . . P " Mountain View, CA 94043, USA
26,000+ organizations, helping customers improve data security, maintain compliance, prevent and detect ransomware threats, and

.. . . . www.egnyte.com
boost employee productivity on any app, any cloud, anywhere. For more information, visit www.egnyte.com.


https://www.egnyte.com/solutions/life-sciences#new-request-demo

