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	PHASE I, II, OR I/II
LETTER OF INTENT
	

	
	National Cancer Institute

Division of Cancer Treatment and Diagnosis

Cancer Therapy Evaluation Program


To complete the form electronically, use the mouse pointer or the Tab key to navigate. Select and enter text for each text field.  

	Lead Group/Institution
                                                                                                                                                                                                                                                                                                                                   Other Institutions/Groups on study:
	MACROBUTTON NoMacro [Click here to enter organization]

	Title of LOI:
	

	Lead Agent supplied by NCI:
	*Detailed Agent NSC # are available on the CTEP Home Page, http://ctep.cancer.gov/guidelines/values.html
[Click here to enter agent]

	Other agents supplied by NCI:
	MACROBUTTON NoMacro [Click here to enter other agents]

	Commercial agents in study:
	[Click here to enter other agents]

	Tumor type:

Disease Specific:
	( Solid Tumor

( Hematologic Malignancy (NOS)

( Disease-Specific

Specify the Name and Code of the Study Disease Below :

*Detailed MedDRA codes for v6.0 and associated mapping documents are available at the CTEP Home Page, http://ctep.cancer.gov/guidelines/values.html
DISEASE NAME:                                                            DISEASE CODE:

1. ________________________________________      1. _______________

2. ________________________________________      2. _______________

3. ________________________________________      3. _______________

	Performance status:
	MACROBUTTON NoMacro [Click here to enter status]

	Abnormal organ function permitted:
	MACROBUTTON NoMacro [Click here to enter Y or N]

	Prior therapy:
	MACROBUTTON NoMacro [Click here to enter therapy]

	Phase of study:
	MACROBUTTON NoMacro [Click here to enter phase]

	Treatment plan:
	MACROBUTTON NoMacro [Click here to enter plan]

	Rationale/Hypothesis:
	MACROBUTTON NoMacro [Click here to enter rationale]

	Laboratory correlates:
	MACROBUTTON NoMacro [Click here to enter lab]

	Endpoints/Statistical considerations:
	MACROBUTTON NoMacro [Click here to enter endpoints]

	Estimated Monthly Accrual:
	MACROBUTTON NoMacro [Click here to enter accrual]

	Proposed sample size:
	Minimum:MACROBUTTON NoMacro [Click here to enter size] Maximum: MACROBUTTON NoMacro [Click here to enter size]

	Earliest date study can begin:
	MACROBUTTON NoMacro [Click here to enter date]

	Projected Accrual Dates: 
(Month/Year format)
	Start:
	MACROBUTTON NoMacro [Enter month] / MACROBUTTON NoMacro [Enter year]
	End:
	MACROBUTTON NoMacro [Enter month] / MACROBUTTON NoMacro [Enter year]

	To document accrual rate, list trials with patients who had similar tumor type/PS/prior Rx:
	Trial Number
	Accrual Rate (number of patients/study duration)

	
	MACROBUTTON NoMacro [Enter Trial #]
	MACROBUTTON NoMacro [Click here to enter rate]

	
	MACROBUTTON NoMacro [Enter Trial #]
	MACROBUTTON NoMacro [Click here to enter rate]

	
	MACROBUTTON NoMacro [Enter Trial #]
	MACROBUTTON NoMacro [Click here to enter rate]

	List all active, approved, or in review studies at your institution for which this patient population will be eligible.
	MACROBUTTON NoMacro [Click here to enter study]

	
	MACROBUTTON NoMacro [Click here to enter study]

	
	MACROBUTTON NoMacro [Click here to enter study]

	Is this LOI part of an NIH Grant, Cooperative Agreement or Contract?
	MACROBUTTON NoMacro [Enter "Y" or "N"] If yes, provide the Award No:

	Are you receiving support from non-NCI sources (i.e., industry, ACS) for this study?
	MACROBUTTON NoMacro [Enter "Y" or "N"]

	If the proposed trial includes correlative studies, CTEP assumes you have funding to support them.

If Yes, Grant funding? 

If Not, Are you requesting Translational Research Initiative (TRI; previously referred to as TRF)                                                         

Also, if not, please explain:
	

	
	

	
	If Yes, provide the Grant No.

If  Yes, please attach budget request



	Principal Investigator (PI) Name: (Printed)
	MACROBUTTON NoMacro [Click here to enter name]

	PI Signature:
	
	Date:
	

	PI Street Address:
	MACROBUTTON NoMacro [Click here to enter address information]

	
	MACROBUTTON NoMacro [Click here to enter street adress]

	
	MACROBUTTON NoMacro [Click here to enter city, state, zip]

	PI Phone:
	MACROBUTTON NoMacro [Click here to enter phone #]

	PI Fax:
	MACROBUTTON NoMacro [Click here to enter fax #]

	PI E-mail:
	MACROBUTTON NoMacro [Click here to enter E-mail address]

	Group Chair/Cooperative Agreement-PI (GCCA-PI) Name: 
(Printed)
	MACROBUTTON NoMacro [Click here to enter name]

	GCCA-PI Signature:
	
	Date:
	

	GCCA-PI Address:
	MACROBUTTON NoMacro [Click here to enter address information]

	
	MACROBUTTON NoMacro [Click here to enter street adress]

	
	MACROBUTTON NoMacro [Click here to enter city, state, zip]

	GCCA-PI Phone:
	MACROBUTTON NoMacro [Click here to enter phone #]

	GCCA-PI Fax:
	MACROBUTTON NoMacro [Click here to enter fax #]

	GCCA-PI E-mail:
	MACROBUTTON NoMacro [Click here to enter E-mail address]

	(Non-Groups)            Grant-PI name:

                             Grant-PI Signature:________________________________________     Date: ________________________

                              Grant-PI Address:    MACROBUTTON NoMacro [Click here to enter E-mail address]
                                                               MACROBUTTON NoMacro [Click here to enter E-mail address]
                                                               MACROBUTTON NoMacro [Click here to enter E-mail address]
                                Grant-PI Phone:     MACROBUTTON NoMacro [Click here to enter E-mail address]
                                    Grant-PI Fax:     MACROBUTTON NoMacro [Click here to enter E-mail address]
                               Grant-PI E-mail:     MACROBUTTON NoMacro [Click here to enter E-mail address]

	LOIs can be submitted to the Protocol & Information Office electronically, Attn: LOI Coordinator at:

E-mail: pio@ctep.nci.nih.gov
Note: Cooperative Group LOIs must be submitted through the group operations.  Proposal for trials that will be conducted under cooperative agreement the contact information must be complete (Principle Investigator and Protocol Chair).
Questions?  Please call LOI Coordinator at (301) 496-1367.
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