Methods in Clinical Cancer Research Workshop

Format for Protocol Concept Synopsis Sheet (blank)
B

elow is the format to follow for the concept sheet for protocols. It is based on the International Committee for Harmonization’s (ICH) synopsis worksheet, which has been adopted by most regulatory agencies in the world. We have taken some license with the format but it is essentially the same. This format and wording works best for a treatment study and to some degree an imaging study. If your study is observational, cohort, or another type of study, you may need to change some of the headings to conform to that type of study. It is difficult to make the synopsis a “one size fits all,” so you may need to adapt it for your particular study. Importantly, however, the elements and their sequence should be retained as they appear in this format. The point of a synopsis is that the critical elements of the protocol are summarized in a succinct manner. In fact, the ICH has asked that the final synopsis including results be no longer than five pages! Bulleted or numbered lists should be used wherever possible. 
P

lease limit your protocol concept sheet synopsis to four-to-five (4 - 5) pages (using 11-point Arial or 12-point Times New Roman typeface with one-inch margins), including the statistical section. Material beyond the fifth page will not be read.
SYNOPSIS

	Title of Study:


	Investigators: 



	Study Center(s): 



	Concept and Rationale: 


	Primary Objective(s): 



	Secondary Objective(s): 


	Primary Endpoint(s): 


	Secondary Endpoint(s): 


	Study Design: 



	Schema:



	Number of Patients: 


	Main Criteria for Inclusion/Exclusion: 


	Intervention and Mode of Delivery:


	Duration of Intervention and Evaluation:


	Statistical Methods: (due Monday evening)
(a) Definition of primary outcome/endpoint:
(b) Definition of secondary outcomes/endpoints:

(c) Analytic plan for primary objective:
(d) Analytic plan for secondary objectives:

(e) Sample size justification:


	Funding, Regulatory, and Feasibility Issues: 


	Patient Acceptability/Ethics and Consent Issues: 
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