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Top /7 Oversignt Pitfalls
Sponsors Must Avoid

....";'g, 1. Lack of Defined Oversight Responsibilities

O, 4,

What it means: When it's unclear who is in charge of what — the sponsor or the CRO — things fall through the cracks.

Why it matters: Without clearly assigned roles, important TMF tasks like contemporaneous record filing,
quality checks, or approvals might get skipped or duplicated, leading to gaps or errors identified during audits
or inspections.

HOW TO MITIGATE:

 Create a TMF oversight responsibility matrix

- Define exactly who (sponsor or CRO) is responsible for each TMF activity (e.g. uploading records, performing
QC, final approval).

+ Use a RACI chart (Responsible, Accountable, Consulted, Informed) to clarify roles and remove ambiguity.
» Develop joint oversight SOPs, work instructions, and TMF plans

« Collaborate with the CRO to build clear, aligned standard operating procedures (SOPs), working instructions,
and TMF plans.

« Ensure both teams follow the same guidance to avoid missteps.

* Include oversight expectations in contracts and governance plans
- Put responsibilities into the clinical trial agreement (CTA) and oversight plan.

+ Make oversight obligations contractual, so everyone is held accountable.
 KPIs listed out in contracts
« TMF milestone payments

Host a kickoff oversight alignment meeting
At study start, bring sponsor and CRO stakeholders together to walk through roles, systems, and timelines.

+ Review the TMF plan together and confirm expectations up front.

» Designate oversight leads on both sides
+ Assign a TMF oversight lead at the sponsor and CRO levels.

+ These leads act as points of contact, resolve role confusion, and ensure accountability.

» Schedule routine oversight reviews

« Use regular check-ins (biweekly/monthly) to assess who is doing what, identify gaps, and course correct
as needed.

« Adjust when responsibilities shift mid-study.
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2. Relying on the CRO for Quality Control

What it means: Some sponsors assume the CRO is doing everything perfectly—and don’'t double-check.

Why it matters: Sponsors are ultimately responsible in the eyes of regulators. If records are missing or incorrect,
“we trusted the CRO” won't be a valid excuse. Sponsors need to independently verify that the TMF is complete and
accurate.

HOW TO MITIGATE:

* Implement independent sponsor QC spot checks

» Regularly review a sample of records to verify accuracy and completeness yourself.

* Use eTMF dashboards and audit trails

+ Set alerts for missing or overdue records and monitor record flow in real time.

» Conduct periodic joint TMF reviews

» Host sessions with the CRO to review TMF health reports and raise concerns.

* Establish record acceptance workflows

» Don't just let the CRO file and forget—sponsor teams should sign off on final versions of critical records.

3. Infrequent Monitoring or Passive Oversight

What it means: Just checking in occasionally or only when there’s a problem is not enough.
Why it matters: A “set it and forget it” approach can allow quality issues to grow unnoticed. Instead, sponsors need
to stay actively engaged, checking on TMF health regularly and promoting a culture that catches issues early.

HOW TO MITIGATE:

« Build a TMF oversight calendar

» Schedule recurring reviews and status checks at planned intervals.

e Appoint a TMF quality lead

+ Assign someone responsible for driving active review and escalating concerns quickly.
* Automate health report

+ Use technology to push regular TMF metrics and completeness reports directly to sponsor stakeholders.
* Promote a quality culture

+ Encourage teams to view TMF oversight as part of proactive risk management, not just a compliance checkbox.
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4. Delayed Issue Escalation and Resolution

What it means: Problems aren't being raised or fixed quickly enough.
Why it matters: If errors or missing records aren’t addressed in real-time, they can pile up and jeopardize
inspection readiness. Early detection and a clear plan for resolving issues keeps things on track.

HOW TO MITIGATE:

* Establish escalation paths and timelines

- Define who should be notified when issues arise and set expectations for how quickly they must be
addressed.

» Track issues in a centralized log

» Use shared tools to log, categorize, and track the resolution of TMF issues in real-time.
* Integrate risk-based monitoring

 Use risk indicators to flag recurring or serious issues earlier in the process.
e Train teams on early warning signs

» Help staff recognize what a quality issue looks like before it becomes a major problem.

5. Misalignment Between Systems and Processes

What it means: The sponsor and CRO might be using different tools or following different processes.

Why it matters: When systems don't “talk” to each other or teams follow different rules, it leads to
miscommunication, duplication, or missing data. Sponsors and CROs need aligned tools, templates, and
workflows to ensure smooth collaboration.

HOW TO MITIGATE:

« Conduct a systems alignment workshop
+ Map out how both sponsor and CRO tools and processes interact—identify gaps and overlaps.
» Use asingle source of truth
« Ensure both teams work in the same eTMF system or use fully integrated platforms.
* Create unified naming and filing conventions
» Agree on how records are named, filed, and versioned to avoid confusion.
 Align SOPs across teams

+ Standardize key TMF procedures between organizations wherever possible.
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%g 6. Ignoring TMF Metrics and KPIs

What it means: Not paying attention to the data that shows how well (or poorly) TMF is being managed.

Why it matters: TMF systems can track things like missing records, overdue uploads, or quality review rates.
Ignoring this data means missing opportunities to fix problems before they escalate. Regularly reviewing metrics
helps improve performance and compliance.

HOW TO MITIGATE:

 Define key TMF metrics early

« Choose meaningful indicators (e.g., completeness %, QC rejection rate, timeliness of filing)
and set benchmarks.

* Review TMF dashboards monthly

+ Make metrics part of your regular team meetings—not just end-of-study.
 Use trends to drive action

+ Spot recurring issues and turn data insights into improvement plans.
 Assign data owners

» Make sure someone is responsible for reviewing and interpreting TMF data consistently.

7. Insufficient Training

(for Sponsor Teams on Oversight Responsibilities)

What it means: Sponsor team members often don't fully understand what TMF oversight involves.
Why it matters: Without proper training, teams may not know what to look for, what actions to take, or how
to ensure quality. This results in inconsistent oversight, delayed corrections, and potential compliance risks.
Ongoing training on regulatory expectations, system use, and review techniques is essential.
HOW TO MITIGATE:
» Create TMF oversight training modules
« Cover essentials like regulatory expectations, record lifecycles, and system navigation.
» Onboard new staff with oversight briefings
» Don't assume team members know their TMF responsibilities—teach them.
 Host refresher courses during the trial
+ Revisit oversight roles mid-study, especially after system changes or CRO transitions.
» Use checklists and job aids

+ Provide quick-reference materials for everyday TMF oversight tasks to reduce errors and build confidence.
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