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Protocol Front Sheet
DFCI Protocol No.:       

1.  PROTOCOL TITLE AND VERSION 

Title:      
Protocol Version No./ Date:      
Sponsor Study Number:      
2.  DF/HCC STUDY CONTACT INFORMATION

Study Contact for Questions:       
Email:       
Phone:       
OVERALL AND SITE RESPONSIBLE INVESTIGATORS  (List only those under DFCI IRB, i.e., from institutions listed in Section 6 below)

	Overall PI:
	     
	Phone:
	     
	Institution(s):
	     

	Site Responsible PI:
	     
	Phone:
	     
	Institution(s):
	     


Co-Investigators name (institution):      
Additional Contacts  (Please list group mailbox email addresses; if listing an individual, please list no more than one person from the non-lead institutions listed in section 6 below):     
3.  DRUG / DEVICE INFORMATION    N/A:  FORMCHECKBOX 
 

	Drugs, Biologics, Devices (name & IND/IDE#):      
	Investigational Drug Brochure (IDB) Version No./ Date:      

	IND/IDE held by:            (Check if IND/IDE exempt:  FORMCHECKBOX 
)
	(Check if already on file with OHRS: FORMCHECKBOX 
)

	Drugs, Biologics, Devices Provided by:      


4.  PROTOCOL COORDINATION, FUNDING, PHASE, MODE, TYPE ETC.
	Protocol Coordinated By:
	Funding/Support (check all that apply):
	Phase:  FORMDROPDOWN 


	 FORMDROPDOWN 
       
	 FORMCHECKBOX 
 Industry:      
	

	
	 FORMCHECKBOX 
 Federal Organization:      
	Multi-Center (i.e., non-DF/HCC site participation):

	Cancer Related:   FORMDROPDOWN 
   If yes:
	      Grant #:      
	 FORMDROPDOWN 


	Primary Disease Program:
	 FORMCHECKBOX 
 Internal Funding:      
	

	 FORMDROPDOWN 

	 FORMCHECKBOX 
 Non-Federal:      
	Protocol Type:  FORMDROPDOWN 


	or
	 FORMCHECKBOX 
 Other:      
	If Ancillary, provide parent protocol #:      

	Primary Discipline Based Program:
	
	

	 FORMDROPDOWN 

	
	

	
	
	

	Protocol Involves (check all that apply as listed in the protocol document, even if not part of the research but is mandated by the protocol document):

	 FORMCHECKBOX 
 Chemotherapy
	 FORMCHECKBOX 
 Hormone Therapy
	 FORMCHECKBOX 
 Medical Record Review

	 FORMCHECKBOX 
 Immunotherapy
	 FORMCHECKBOX 
 Vaccine
	 FORMCHECKBOX 
 Questionnaires/Surveys/Interviews

	 FORMCHECKBOX 
 Surgery
	 FORMCHECKBOX 
 Data Repository
	 FORMCHECKBOX 
 Radiological Exams

	 FORMCHECKBOX 
 Bone Marrow/Stem Cell Transplant
	 FORMCHECKBOX 
 Exercise/Physical Therapy
	 FORMCHECKBOX 
 Required Biopsy Study

	 FORMCHECKBOX 
 Cell Based Therapy
	 FORMCHECKBOX 
 Genetic Studies
	 FORMCHECKBOX 
 Human Embryonic Stem Cell

	 FORMCHECKBOX 
 Gene Transfer (use of recombinant DNA)
	 FORMCHECKBOX 
 Human Material Banking
	 FORMCHECKBOX 
 Other:      

	 FORMCHECKBOX 
 Radiation Therapy
	 FORMCHECKBOX 
 Human Material Collection
	


5.  SUBJECT POPULATION (also applies to medical record review and specimen collection studies)
Total Study-Wide Enrollment Goal:      
Greater than 25% of the overall study accrual will be at DF/HCC:  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

Total DF/HCC Estimated Enrollment Goal:      
Adult Age Range:      
Pediatric Age Range:      
Will all subjects be recruited from pediatric clinics?     FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If enrolling both adults and pediatric subjects, anticipated percent of pediatric subjects:      
Retrospective Medical Record Reviews (Please provide date range):      
6.  INSTITUTIONAL PARTICIPANTS UNDER DFCI IRB
Dana-Farber/Harvard Cancer Center:  (check all that apply)

 FORMCHECKBOX 

Beth Israel Deaconess Medical Center


 FORMCHECKBOX 

Brigham and Women’s Hospital 

 FORMCHECKBOX 

Children’s Hospital Boston

 FORMCHECKBOX 

Dana-Farber Cancer Institute

 FORMCHECKBOX 

Dana-Farber Cancer Institute at Faulkner Hospital


 FORMCHECKBOX 

Dana-Farber Cancer Institute at Londonderry Hospital

 FORMCHECKBOX 

Dana-Farber Cancer Institute at Milford Hospital

 FORMCHECKBOX 

Dana-Farber Cancer Institute at South Shore

 FORMCHECKBOX 

Massachusetts General Hospital 
 FORMCHECKBOX 

Massachusetts General Hospital/North Shore Cancer Center

 FORMCHECKBOX 

Massachusetts General Hospital Radiation Oncology at Emerson Hospital
DF/PCC Network Affiliates:  (check all that apply)

 FORMCHECKBOX 

Cape Cod Healthcare (Hyannis, MA; Mashpee, MA) 

 FORMCHECKBOX 

Lowell General Hospital (Lowell, MA) 

 FORMCHECKBOX 

New Hampshire Oncology-Hematology-P.A. (Concord, NH; Hooksett, NH; Laconia, NH)
 FORMCHECKBOX 

Newton-Wellesley Hospital (Newton, MA)

7.  DF/HCC INITIATED STUDIES ONLY  - INSTITUTIONAL PARTICIPANTS UNDER OTHER IRB  (N/A:  FORMCHECKBOX 
)
	DF/HCC Multi-Center Protocols:  (list institution/location)
	DF/PCC Network Affiliates: (list institution/location)
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