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	PHASE I, II, or I/II

LETTER OF INTENT 

Submission Form v2.0
	

	
	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. To easily see text fields, go to Tools|Options from Word’s menu, click the View tab, and in the Show block select ‘Always’ from the Field Shading drop down list.
	Lead Group/Institution:
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter Lead Group/Institution]" 

	Lead Group/Institution CTEP ID:1
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter Lead Group/Institution Code]" 

	Other Organizations on study:
	MACROBUTTON NoMacro [Click here to enter other Organizations]

	Title of LOI:
	MACROBUTTON NoMacro [Click here to enter Title]

	CTEP IND Agent(s)/(supplied by NCI):1
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter CTEP IND Agent]" 

	CIP IND Imaging Agent(s)/Supplier
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter CIP IND Imaging Agent(s)]"  MACROBUTTON  AcceptAllChangesShown "[Click here to enter Supplier]" 

	Non-NCI IND Agent(s)/Supplier
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter Non-NCI IND Agent(s)]"  MACROBUTTON  AcceptAllChangesShown "[Click here to enter Supplier]" 

	Commercial Agent(s)/Source:
	MACROBUTTON NoMacro [Click here to enter Commercial Agents] MACROBUTTON  AcceptAllChangesShown "[Click and enter Source]"  

	Tumor Type:

(Click within the [[ ]] and type ‘x’ to indicate the tumor type)
	[MACROBUTTON NoMacro [ ]] Solid Tumor

[MACROBUTTON NoMacro [ ]] Hematologic Malignancy (NOS)

[MACROBUTTON NoMacro [ ]] Disease-Specific

	Disease-Specific:1
(Specify the Name and Code of the Study Disease)
	1. MACROBUTTON NoMacro [Click and enter Disease Name] MACROBUTTON NoMacro [Click and enter Disease Code]
2. MACROBUTTON NoMacro [Click and enter Disease Name] MACROBUTTON NoMacro [Click and enter Disease Code]
3. MACROBUTTON NoMacro [Click and enter Disease Name] MACROBUTTON NoMacro [Click and enter Disease Code]

	Performance Status:
	MACROBUTTON NoMacro [Click and enter Status]

	Abnormal Organ Function Permitted?
	MACROBUTTON NoMacro [Click and enter Y or N]

	Prior Therapy:
	MACROBUTTON NoMacro [Click and enter Prior Therapy]

	Phase of Study:
	MACROBUTTON NoMacro [Click and enter Study Phase]

	Treatment Plan:
	MACROBUTTON NoMacro [Click and enter Plan]

	Rationale/Hypothesis:
	MACROBUTTON NoMacro [Click and enter Rationale]

	Advanced Imaging Objectives
	 MACROBUTTON  AcceptAllChangesShown "[Click and enter Advanced Imaging Objectives]" 

	Laboratory Correlates:
	MACROBUTTON NoMacro [Click and enter Lab]

	Endpoints/Statistical Considerations:
	MACROBUTTON NoMacro [Click and enter Endpoints]

	Estimated Monthly Accrual:
	MACROBUTTON NoMacro [Click and enter Accrual]

	Proposed Sample Size:
	Minimum: MACROBUTTON NoMacro [Click and enter Size] Maximum: MACROBUTTON NoMacro [Click and enter Size]

	Earliest date the study can begin:
	MACROBUTTON NoMacro [Click and 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/Phase of Study/Prior Therapy:
	If more than one trial is similar, copy and paste the row below to the end of the form, then add the additional study information. 

	Protocol Number / Title / Sponsor :

Trial Activation / Trial Completion Dates:

No. of Patients Enrolled:*
	MACROBUTTON NoMacro [Click and enter Number] / MACROBUTTON NoMacro [Click and enter Title] / MACROBUTTON NoMacro [Click and enter Sponsor] 
(Include NCI Number if NCI-sponsored)

MACROBUTTON NoMacro [Click and enter Activation Date] / MACROBUTTON NoMacro [Click and enter Completion Date]
MACROBUTTON NoMacro [Click here to enter Pt. Number]
(*Entire study or to date, if study is not completed. Only include patients enrolled at site(s) relevant to LOI proposal)

	List all Active, Approved, or In Review studies at your institution for which this patient population will be eligible:
	If more than one trial is similar, copy and paste the row below to the end of the form, then add the additional study information.

	Protocol Number / Title / Sponsor: 

Trial Activation Date / Anticipated Completion Date:

No. of Patients Enrolled to Date / Patient Enrollment Period / 
Duration of Patient Enrollment / 
Total planned Patient Enrollment:*
	MACROBUTTON NoMacro [Click and enter Number] / MACROBUTTON NoMacro [Click and enter Title] / MACROBUTTON NoMacro [Click and enter Sponsor] 

(Include NCI Number if NCI-sponsored)

MACROBUTTON NoMacro [Click and enter Activation Date] / MACROBUTTON NoMacro [Click and enter Anticipated Completion Date]
MACROBUTTON NoMacro [Click and enter Patients Enrolled] / 
MACROBUTTON NoMacro [Click and enter enrollment start date] to MACROBUTTON NoMacro [Click and enter enrollment end date] / MACROBUTTON NoMacro [Click and enter the number of months of enrollment] / MACROBUTTON NoMacro [Click and enter Planned Enrollment]
(*Only include patients enrolled at site(s) relevant to LOI proposal)

	Is this LOI part of an NIH Grant, Cooperative Agreement or Contract?
	MACROBUTTON NoMacro [Click and enter Y or N]

	If yes, provide the Award Number:
	MACROBUTTON NoMacro [Click and enter Award Number]

	Will this study receive support from non-NCI sources (i.e., industry, ACS)?
	MACROBUTTON NoMacro [Click and enter Y or N]

	If the proposed trial includes correlative studies, CTEP assumes funding is available to support them.
	

	If yes, is it Grant funding?
	MACROBUTTON NoMacro [Click and enter Y or N]

	If yes, provide the Grant Number:
	MACROBUTTON NoMacro [Click and enter Grant Number] 

	Is this a Career Development LOI?
	MACROBUTTON NoMacro [Click and enter Y or N]  
Further information and instructions regarding the submission of a Career Development LOI may be found at http://ctep.cancer.gov/protocolDevelopment/letter_of_intent.htm#instructions

	If yes, please attach and check off the following:
	PI curriculum vitae [  ]

Institutional letter of commitment [  ]

Mentor letter of commitment [  ]

	The Investigational Drug Steering Committee (IDSC) is designed to provide NCI with broad external scientific and clinical input for the design and prioritization of phase I and phase II trials with agents for which CTEP holds an IND. 
Membership of the IDSC includes the Principal Investigators of phase I U01 grants and phase II N01 contracts, representatives from the NCI Cooperative Groups, NCI staff members, and additional representatives with expertise in biostatistics, correlative science technologies, radiation oncology, etc., as well as patient advocates and community oncologists, as needed. Experts with specific expertise will be included as ad hoc members for consideration of specific agents. The current membership list may be found at http://ccct.nci.nih.gov/steering-committees/idsc
 
Periodically the IDSC will assess LOIs from a strategic perspective to determine whether the Clinical Development Plan for an agent should be modified. When requested by CTEP, the IDSC will provide input on LOIs to assist in CTEP decision-making. Information in an LOI assessed by IDSC is kept confidential and members with potential conflict of interest are recused from participating in the LOI assessment. The IDSC strategic assessment is not part of the CTEP LOI review process and will not affect LOI review timelines.  All LOIs in response to a Mass Solicitation receive IDSC review.
For unsolicited LOIs only: Please check one of the following options (Note: While selecting an option is required, neither choice will affect the outcome of the CTEP review of this LOI):

This LOI may  FORMCHECKBOX 
 /may not  FORMCHECKBOX 
 be looked at by the IDSC.

Note: If the LOI is disapproved by CTEP, the PI may appeal the decision by requesting a review by the IDSC.


	Principal Investigator (PI) Name:
	MACROBUTTON NoMacro [Click and enter Name]

	PI Signature:
	
	Date:
	

	PI Street Address:
	MACROBUTTON NoMacro [Click and enter Room/Suite/Dept.]

	
	MACROBUTTON NoMacro [Click and enter Street Adress]

	
	MACROBUTTON NoMacro [Click and enter City, State, Postal Code]

	PI Phone:
	MACROBUTTON NoMacro [Click and enter Phone No.]

	PI Fax:
	MACROBUTTON NoMacro [Click and enter Fax No.]

	PI E-mail:
	MACROBUTTON NoMacro [Click and enter E-mail Address]

	Group Chair/Cooperative Agreement-PI (GCCA-PI) Name:
	MACROBUTTON NoMacro [Click and enter Name]

	GCCA-PI Signature:
	
	Date:
	

	GCCA-PI Address:
	MACROBUTTON NoMacro [Click and enter Room/Suite/Dept.]

	
	MACROBUTTON NoMacro [Click and enter Street Adress]

	
	MACROBUTTON NoMacro [Click and enter City, State, Postal Code]

	GCCA-PI Phone:
	MACROBUTTON NoMacro [Click and enter Phone No.]

	GCCA-PI Fax:
	MACROBUTTON NoMacro [Click and enter Fax No.]

	GCCA-PI E-mail:
	MACROBUTTON NoMacro [Click and enter E-mail Address]

	Non Group Grant-PI Name:
	MACROBUTTON NoMacro [Click and enter Name]

	Non Group Grant-PI Signature:
	
	Date:
	

	Non Group Grant-PI Address:
	MACROBUTTON NoMacro [Click and enter Room/Suite/Dept.]

	
	MACROBUTTON NoMacro [Click and enter Street Adress]

	
	MACROBUTTON NoMacro [Click and enter City, State, Postal Code]

	Non Group Grant-PI Phone:
	MACROBUTTON NoMacro [Click and enter Phone No.]

	Non Group Grant-PI Fax:
	MACROBUTTON NoMacro [Click and enter Fax No.]

	Non Group Grant-PI E-mail:
	MACROBUTTON NoMacro [Click and enter E-mail Address]

	

	Please submit Letter of Intent forms (LOIs) to the Protocol and Information Office (PIO) via e-mail at: 

pio@ctep.nci.nih.gov, Attention: LOI Coordinator
Notes:
LOIs from Cooperative Group must be submitted through the Group Operations. 

Proposals for trials to be conducted under a Cooperative Agreement must include complete contact information for the Principal Investigator and Protocol Chair.


Questions? Please call LOI Coordinator at (301) 496-1367.


Study Title:  Provide a descriptive title for the proposed clinical trial.

Investigator:  Provide name for investigator.

Biology Studies: For the biology studies specified in the concept, please complete the following.
 FORMCHECKBOX 
   Biology correlates for this study are not yet defined.

 FORMCHECKBOX 
   Biology correlates for this study are defined and the research laboratory for the biology studies has been identified.


Please provide the name of the principal lab investigator for the biology studies.      

(Concept submitters should discuss the MIRL with the principal lab investigator prior to submission)

 FORMCHECKBOX 
   Biology correlates for this study are defined but the research laboratory for the biology studies is currently unidentified.

Minimal Information from Research Laboratories (MIRL)
It is imperative that Research Laboratories maintain high-standards of operation and complete biology studies in a timely manner. The timely reporting of specimen flow and data are especially important: this will ensure the efficient running of trials, rapid identification of inadequate or poor quality sample submissions and allow the assessment of the validity of biology studies prior to their inclusion in subsequent trials. Research Laboratories can expect the full support and assistance of the Biology Committee and the PBTC leadership to ensure that studies are completed as efficiently as possible. In turn, and prior to functioning as a Research Lab for a PBTC trial, Research Lab heads must agree to and provide the following Minimal Information from Research Laboratories (MIRL):

[MIRL 1] Demonstrate an ability to conduct the proposed studies to a high standard. Evidence of this may be provided in the form of publications submitted with the concept or by presentation of illustrative results at a PBTC meeting during the concept proposal session. Please agree to at least one of the following:

 FORMCHECKBOX 
   I have provided references of publications illustrating the ability of the research lab to conduct the proposed biology studies with this concept submission.

 FORMCHECKBOX 
    I will present illustrative results supporting the ability of the research lab to conduct the proposed biology studies at the next PBTC meeting.
[MIRL 2] Provide evidence of Institutional Review Board approval for the conduct of the proposed studies. Evidence of this must be provided in the form of a local IRB certificate. Updated copies of IRB certificates confirming the regulatory approval for Research Laboratories to conduct studies will be held by the OBC during the course of each study. This is especially important for Research Laboratories housed in non-PBTC institutions. While Research Laboratories within PBTC institutions may (depending on local practice) function under the IRB certificate granted to the full clinical trial at that institution; it is recommended that Research Laboratories obtain independent (expedited) approval for the conduct of the biology studies. This will ensure that the Research Laboratory will remain ‘open’ to analyze samples from the wider group, should the clinical trial close at the Research Laboratory host institution.
 FORMCHECKBOX 
   The research laboratory is at a non-PBTC institution and local IRB approval for the laboratory to conduct the biology study will be provided to the OBC.

 FORMCHECKBOX 
   The research laboratory is at a PBTC institution and IRB approval for the laboratory to conduct the biology study, independent of the IRB approval for the clinical trial proposed, will be provided to the OBC.

 FORMCHECKBOX 
   The research laboratory is at a PBTC institution and IRB approval for the laboratory to conduct the biology study, independent of the IRB approval for the clinical trial proposed, will not be provided to the OBC.  (This implies that the laboratory cannot accept specimens until the clinical trial has been approved at that site.)

[MIRL 3] Provide copies of standard operating procedures (SOPs) to the OBC that report the appropriate handling and analysis of material provided to the Research Lab by the PBTC. It is most important that Research Labs maintain high standards of operation and analysis. The OBC will maintain records of the SOPs of Research Laboratories that describe all procedures relating to material from PBTC institutions. 

 FORMCHECKBOX 
  Once the LOI is approved and the protocol is under development, the research laboratory will fax to the OBC SOPs that report the appropriate handling and analysis of material provided to the research laboratory by the PBTC.
[MIRL 4] Agree to maintain the ProtoLab system on a regular (monthly) basis. The rapid detection of inadequate quantity or quality of samples submitted to Research Laboratories is crucial. In order to achieve this Research Laboratory heads must ensure that the ProtoLab system for the appropriate trials is updated on a monthly basis.
 FORMCHECKBOX 
   I agree to update the ProtoLab database with the receipt date of the sample and comments pertaining to the sample status on a regular (monthly) basis.
[MIRL 5] Agree to provide data within a timely manner during or soon after the completion of a clinical trial. It is imperative that the OBC receive biology data as soon as possible following the completion of PBTC studies. In the future, before the commencement of a research study, the Research Lab head and OBC, in consultation with the Biology Committee will agree a mutually acceptable timeframe for the provision of biology data. Any problems arising during the conduct of a study that may prevent the completion of the biology studies within this timeframe must be reported to the OBC.

 FORMCHECKBOX 
   I agree to enter laboratory data into the ProtoLab database according to the timeframes agreed upon by the research lab head, OBC, and biology committee.

1 Detailed Institution, Group, Agent NSC, and Disease codes are available on the CTEP Home Page at http://ctep.cancer.gov/protocolDevelopment/codes_values.htm
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