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	LETTER OF INTENT

SUBMISSION FORM
	PHASE I-II CLINICAL TRIALS of CHEMOPREVENTION AGENTS

	
	National Cancer Institute

Division of Cancer Prevention

DCP Protocol Information Office: (301) 496-0090

DCP Clinical Trials Resource: http://www.cancer.gov/prevention/ctr


LOI SUBMISSION INSTRUCTIONS & INFORMATION

1. The Contractor shall submit a written letter of intent (LOI) to the DCP Protocol Information Office using this document to declare interest in conducting a particular clinical study. The term ‘solicited’ LOI indicates a response to a DCP Agent Announcement. The term ‘unsolicited’ LOI refers to a consortia member request for review of an LOI for agents available to the investigator from non-DCP sources.

2. The LOI should be concise and provide reviewers with sufficient information to determine whether DCP should commit agent to the study. The LOI should not be longer than 10 pages (not including this cover page or references). 

3. Submit the completed LOI form as an e-mail attachment to the NCI, Division of Cancer Prevention Protocol Information Office at NCI_DCP_PIO@mail.nih.gov.  NOTE: electronic submission is required.
4.  The DCP Protocol Information Office will acknowledge receipt of the submission. 
5.  LOI forms that are incomplete may be returned to the PI for completion before undergoing DCP review.

6.  Deadline for receipt of LOI submissions is 45 days after DCP releases an agent announcement. The DCP LOI review meeting will be conducted 4 weeks after the closing date of the announcement. A DCP review letter will be sent to the PI within two weeks of the review meeting and will indicate approval or disapproval for protocol development. Approved LOIs may be requested or required to incorporate reviewer comments into the protocol. 

7. Unsolicited LOIs:  Investigators who obtain access to potential cancer preventive agents through pharmaceutical partners or other means may submit LOIs for review at the time of DCP Agent Announcements.  DCP will review unsolicited LOIs at the same time as solicited LOIs. In addition, DCP will review unsolicited LOIs requesting DCP agents if agents are available after solicited LOI deadlines have passed and the LOI reviews have occurred.  Agent availability should be confirmed with DCP prior to submission of such LOIs.

8. LOIs will be evaluated for the following:

a. Scientific rationale and study design.

b. Evidence of capability (including access to required cohorts, facilities, and expertise) to perform the proposed studies/analysis. 

c. Demonstrated ability to accrue the required number of study participants.

d. Evaluation of budget for laboratory biomarker analyses and associated research costs.

LETTER OF INTENT SUBMISSION FORM

I.   ADMINISTRATIVE INFORMATION
A.  LOI Submission Date:

B.  Title of LOI:    



C.  Consortia Name:      

D.  Lead Organization:

E.  Consortia PI:

F.
Protocol Chair, Organization:


G.  Response to DCP Agent Announcement?
[Yes or No]


H.  DCP IND support anticipated?
[Yes or No]

I.  Is CCOP participation planned? 
[Yes or No]



II.   SCIENTIFIC INFORMATION & STUDY DESIGN
A.  Agent(s):


B.  Agent Supplier:




C.  Target Organ:



D.  Study Population Description:


E.  Phase of Study:


F.  Rationale/Hypothesis:


G.  Objectives (Specify one primary objective and a prioritized list of secondary objectives):

H.  Study Plan:


I.  Laboratory Correlates, Biomarkers:




J.  Endpoints/Statistical Considerations:


K.  Proposed Sample Size:


UNSOLICITED LOIs: IF THIS SUBMISSION IS NOT IN RESPONSE TO A DCP AGENT ANNOUNCEMENT , RESPOND TO THE FOLLOWING  SCIENTIC ITEMS :

A.  Why is this trial important?   Include summary of clinical issues relevant to the trial and potential impact on chemoprevention science. 

B.  Supporting preliminary data:      

III.  STRUCTURE, FACILITIES, PRIOR EXPERIENCE
A.  Describe the proposed organizational structure including participating sites, key personnel, roles and  responsibilities. 


●  Participating Sites

●  Key Personnel

●  Roles and Responsibilities

NOTE:  Participating sites must be approved prior to LOI solicitation.  Attach letters of commitment from participating institutions demonstrating accrual capability. 

B.  Describe the qualifications and experience of key personnel.  Include academic credentials, experience with biomarkers, related agents, and similar cohorts.


C.  Describe facilities for recruitment, study conduct and biomarker analysis.
IV.  RECRUITMENT CAPABILITY 
A.  Planned Duration of Accrual:
B.  Expected Accrual Rate:  


C.  Start Date:     / 
End Date:    / 

D.  Number of expected participants registered per month per site:

E.  Describe accrual capabilities of each site:
F.  List previous similar trials that document the accrual capabilities of the proposed investigators: 

●  Trial Name, Agent, Cohort, Primary Endpoint
[Enter registrations/month]

●  Trial Name, Agent, Cohort, Primary Endpoint
[Enter registrations/month]

●  Trial Name, Agent, Cohort, Primary Endpoint
[Enter registrations/month]

G.  List ongoing or planned clinical trials from any source (pharmaceutical, government grant or contract, etc.)    that may compete for the same cohort proposed in the LOI, including relevant non-prevention trials.  Provide information on impact on the study proposed in this LOI. 
●  Trial Name, Agent, Cohort, Primary Endpoint
[Enter study]

●  Trial Name, Agent, Cohort, Primary Endpoint
[Enter study]

●  Trial Name, Agent, Cohort, Primary Endpoint
[Enter study]


V.  BUDGET
A.  Are there other funding sources?
[Yes or No]   

●  If yes, is this LOI part of a grant or cooperative agreement?
[Yes or NO]

●  If yes, enter grant or cooperative agreement number   [Enter number]
B.  Describe budget in attached document.  Include all costs needed to perform study, including patient care costs not covered by insurance, laboratory biomarker analyses, and other correlative studies.
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