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A Guide for Best Practices with
Sponsor Oversight

Ensuring the success of clinical trials demands effective
sponsor oversight — a process intricately involved in the
systematic and comprehensive monitoring of
trial-related activities, the quality of documentation,
and regulatory compliance. This best practices guide
will aid in the implementation of a robust sponsor
oversight plan.

This guide serves as a compass, directing your attention

to considerations that contribute to well-managed '\
clinical trials, secure data, and adherence to regulatory

requirements. The key areas of oversight include:

Are sponsor oversight roles and responsibilities clearly defined within the organization?

Have any expectations been established with vendors?

Are comprehensive SOPs for TMF management in place?
Specifically, around periodic reviews of the TMF and vendors?

Are SOPs regularly reviewed and updated to reflect current best practices and regulatory
changes?
Are your vendors providing their SOPs?

Have all TMF personnel received adequate training regarding TMF management, regulatory
requirements, and eTMF systems?
Are training records maintained and up to date?

How are records documented?

Where are they stored?
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Is there a secure and organized system for collecting and storing trial documents?
Is version control implemented to prevent errors and inconsistencies?
Are documents labeled and indexed appropriately for easy retrieval?

How are best practices communicated within the team?

Are regular internal audits and monitoring activities conducted to ensure
document completeness and accuracy?

Is there an audit plan to specifying the scope, frequency, and methodology for audits?

Are identified deficiencies promptly addressed, and are corrective actions
documented?

How is the TMF maintained in a state of inspection readiness throughout the trial?

What processes are in place?
Are all essential documents well-organized, up-to-date, and readily accessible?

Do you have a storyboard, CTMS system etc.? Study managers need to know the study
start to finish and be able to tell the story of the study.

Where are documents not stored in the TMF located? How do you access them?

Have mock inspections been conducted to test TMF readiness and personnel preparedness?
Do you have your Inspection plan in place?
Are roles and responsibilities defined?

Remote vs. Onsite expectations?

Have risk assessments specific to TMF management been conducted to identify issues?
Are risk mitigation plans in place, outlining strategies for addressing identified risks?

Are risk mitigation plans regularly monitored and updated as needed?
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Is there open and effective communication among all stakeholders involved in the clinical trial?

Are regulator meetings reporting mechanisms in place to keep stakeholders informed
about TMF status and issues?

Is there collaboration with CROs and investigator sites to ensure consistency and compliance?

Do all parties understand their roles and responsibilities in trial management?

Are TMF management processes and sponsor oversight activities periodically accessed for
areas of improvement?

Are changes implemented to enhance efficiency and effectiveness?
Is feedback from team members actively sought and integrated into improvement efforts?

How have industry standards and regulatory agency expectations affected your trial?
Are there changes that could directly affect the trial, what steps have you taken?

Are there designated points of contact for efficient issue resolution?

Have you established a system for regular check-ins to assess the satisfaction and performance
of vendors, CROs, and investigator sites?

What standards of accountability does your team provide to your vendors?

This comprehensive guide offers a practical framework to evaluate and enhance your current practices,
promoting a proactive and systematic approach to sponsor oversight. By integrating these best
practices into your clinical trial management, you can navigate the complexities of the trial lifecycle with
confidence and increase the likelihood of achieving successful outcomes.

If you would like to talk to one of our TMF experts, please reach out to info@trialinteractive.com.
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