Clinical Research Strategic Delivery Standards  |  Part III: The Strategic Partnership Toolkit
d. Study Review
4. Structured Process Improvement Cycle
The post-study review is a collaborative learning session, not a performance evaluation. It compares expectations with outcomes and identifies practical improvements for future studies.
For long studies, a structured mid-study review at 25 or 50 percent enrollment allows for improvements while the study is still running.
Shaded cells are for completion.
	Study
	

	Sponsor
	

	MCRC
	

	Date
	

	Review
	☐ Post-study review     ☐ Mid-study review at 25 percent enrollment     ☐ Mid-study review at 50 percent enrollment



	Review area
	What it covers
	Expectations
	Outcomes

	Feasibility planning
	Accuracy of patient population estimates, disease burden, recruitment assumptions, timelines, competitive landscape including competing trials and new product launches, budget expectations
	
	

	Trial administration
	Communication burden, vendor management including the case for a single portal with single sign-on, duplicate training requirements
	
	

	Recruitment
	Forecast versus actual enrollment and the reasons for over- or under-performance
	
	

	Screen failures
	Primary causes: eligibility issues, patient misunderstanding, protocol complexity
	
	

	Protocol design
	Procedures that created operational burden for sites or patients without adding scientific value
	
	

	Study startup
	Timelines, contracting, IRB approvals, vendor-related bottlenecks
	
	

	Data quality
	Protocol deviations and query trends
	
	

	Payments
	Site reimbursement timelines, sponsor payment processes, patient stipends
	
	

	Patient retention
	Dropout rates, timing, underlying reasons
	
	

	Successes
	Processes, tools, vendors, or approaches worth standardizing across future studies
	
	



Each review produces no more than five actionable recommendations, each with an assigned owner, and a commitment to apply the lessons in future studies.
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