	PHASE I, II, or I/II

Protocol Concept Sheet

Modified LETTER OF INTENT 

Submission Form v2.0 
of NCI CTEP
	3rd Clinical Research Skill Advancement Workshop 


This Protocol Concept Sheet is intended to understand your protocol for the faculties who will review this.
Please provide sufficient information, which allows to understand your future plan. The protocol must be an original idea that you plan to implement within two years.
	Title of Letter of Intent (LOI):
	

	Agent(s) :
	

	Tumor Type:

(Click within the [[ ]] and type ‘x’ to indicate the tumor type)
	

	Performance Status:
	

	Abnormal Organ Function Permitted?
	

	Prior Therapy:
	

	Phase of Study:
	

	Treatment Plan:
	Introduction:

Key Eligibility Criteria:
Primary Objectives:
Secondary Objectives if applicable:
Exploratory Objectives if applicable:
Study Design: one arm phase II study
Study Procedures for Both Phase I and Phase II:


	Rationale/Hypothesis:
	Hypothesis: 
Background: 
Key References: 

	Correlative Science
(required)
	Rationale: 
Collaborator and Previous Experience: 
Facilities

	Endpoints/Statistical Considerations:
	

	Proposed Sample Size:
	

	Investigator Name:
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