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Office for Human Research Studies

DANA-FARBER / HARVARD CANCER CENTER

	DFCI Protocol No.: _________


Endorsement Form

Overview:  An Endorsement Form must be submitted with cancer-related new clinical trial applications as well as new protocol applications for a prospective collection of human specimens/data.  For pediatric protocols, the investigator should prepare a draft endorsement form to provide to the Chair of the PSRC who will finalize it based upon the discussions of the PSRC and then send it as a notification to the disease/discipline based program leaders. A list of Disease or Discipline-Based Program Leaders and Clinical Trial Chairs, who may sign this form, is posted on the CRU portion of the DF/HCC website. This list also includes signatories for nursing initiated/focused studies. New project applications will not be processed without this form.

Major Amendments: Please note that the IRB or the SRC may require an updated endorsement form in conjunction with an amendment that proposes significant changes to the study design, e.g., adding a participant population, or significantly changing the treatment regimen, or significantly changing the objectives of the study.
Part A – Background Information

Name of Principal Investigator:      
Protocol Title:      
DF/HCC Disease or Discipline Based Program:       
Identify all DF/HCC institutions at which this research will be conducted:

 FORMCHECKBOX 
  BIDMC
 FORMCHECKBOX 
  BWH
 FORMCHECKBOX 
  CHB
 FORMCHECKBOX 
  DFCI
 FORMCHECKBOX 
  MGH
 FORMCHECKBOX 
  DF/PCC Affiliates:
     
If this study will not be performed at all of the DF/HCC sites, please explain why not:      
Is this a multi-center trial with:

A DF/HCC PI as the overall PI?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

An outside sponsor?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

What is the target accrual?       
Estimated accrual at each DF/HCC Institutions:

BIDMC:      
CHB:      
DFCI/BWH:      
MGH:      
DF/PCC Affiliates:      
What are the sources of support for this research?       
If this is research (a) conducted under a discipline based program that will span one or more disease programs or (b) involving more than one disease program, please confirm that the leaders of all of those disease based programs have been notified of the research and have agreed to have it conducted with their subject population. 
 FORMCHECKBOX 
  N/A       FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If your answer is no, please describe why:       
Part B – Protocol Information 

1. What is the overall scientific merit of the proposed new trial?  
     
Part C – Protocol Priority & Competing Trials

1. How many patients are seen within DF/HCC in a year who would likely be eligible for this proposed research?

     
a. Does this study target a rare disease, i.e. less than 500 patients per year in the US are eligible for the protocol?    FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
2. What existing trials target the same population? For each of these trials list the target accrual and the accrual to date.

     
a. Given that there are existing trials targeting the same population, why is this trial necessary?

     
b. In the past year, have any of these existing trials been closed or questioned by any DF/HCC committee or outside DSMC or DSMB regarding low accrual and if so, please describe this.

     
3. In summary, what is the priority of this trial with respect to other open trials?
     
4. Please provide any additional information that will be helpful to the committee in reviewing this protocol.

     
Part D –Signatures

On behalf of the Disease or Discipline-Based Program, I have reviewed this proposed research and provide assurance that this proposed research fits within the mission of the program and is supported by programmatic and clinical trials leadership within the research program:
Signature of Program Leader / Clinical Trials Subcommittee Chair 
Date
Name:      



I have reviewed this proposed research and provide assurance that the biostatistical sections of the protocol are complete and ready for review by the scientific review committee:

Signature of Biostatistical Representative for Program 


Date
Name:      
****************

For Pediatric Trials, on behalf the Pediatric Scientific Review Committee, the proposed research fits within the mission of the program and is supported by programmatic and clinical trials leadership within the research program:
Signature of Pediatric Scientific Review Committee Chair or Designee
Date

Name:      



Endorsement Form 

Version: 04.28.11
1
Endorsement Form
- 3 -


