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Office for Human Research Studies

DANA-FARBER / HARVARD CANCER CENTER

	DFCI Protocol No.: _______ 

	OHRS USE ONLY

HRC: _______ AM #: _______


STATEMENT OF CO-INVESTIGATOR
	Instructions:  This form should be completed by the Co-Investigator and signed by the Principal Investigator (or the Co-Investigator’s Site Responsible Investigator).   If signed by the Site Responsible Investigator, they assure that the information provided in this form by the Co-Investigator is complete and accurate.  Responsibility for delegation of authority remains with the Principal Investigator who is responsible for ensuring that the research is performed in accordance with state and federal regulations and Dana-Farber/Harvard Cancer Center Policies and Procedures.  If any required training is not complete, this submission will be returned.  Please contact Michele Copersino at CTEO for information regarding required training.  Please contact the OHRS, (617) 632-3029 or ohrs@dfci.harvard.edu, with any questions.


Part A – Study Information

Full Project Title:       
Name of Study Team Member:       
Partners User ID (if applicable):       
Degree(s):       
Phone:       

E-mail:       

Department:       


Institution:       


Part B – Experience of Study Team Member
1. Have you participated as a study team member on other clinical trials?

 FORMCHECKBOX 
 
No – Please provide the date of completed New Investigator training with CTEO (see ET-205 GCP Training Requirement for New Researchers). Date (MM/DD/YY):  

 FORMCHECKBOX 
  Yes – 1 to 3 clinical trials


 FORMCHECKBOX 
  Yes – 4 or more clinical trials

2. Have you participated as a study team member on other DF/HCC clinical trials?

 FORMCHECKBOX 
 
No – Please provide the date of completed New Investigator training with CTEO (see ET-205 GCP Training Requirement for New Researchers). Date (MM/DD/YY):        


 FORMCHECKBOX 
  Yes – 1 to 3 clinical trials


 FORMCHECKBOX 
  Yes – 4 or more clinical trials

Part C – Statement of Assurance

By signing this form, I understand and agree to: 

1. Comply with all IRB determinations and procedures 

2. Adhere rigorously to all protocol requirements

3. Ensure I am knowledgeable about my specific research-related duties and functions 

4. Inform principal investigators of unanticipated problems

5. Ensure the adequacy of the informed consent process

6. Take necessary measures to ensure adequate protection for study participants.

7. I have completed the required human subject research training (see ET-204 Human Subject Protection Training Requirements).  


Type:   FORMDROPDOWN 
   
Date (MM/DD/YY):        
(If the training expires within 30 days of this submission, the addition of this investigator will be disapproved. Please submit when refresher human subject training has been completed.) 
See: http://www.dfhcc.harvard.edu/clinical-research-support/clinical-trials-education-office-cteo/
Part D – Declaration of Financial Interests

	Financial Interests means (i) anything of monetary value that could reasonably appear to be affected by the research, or (ii) anything of monetary value in entities whose interest could reasonably be affected by the research.  Financial Interest includes, but is not limited to, (i) salary and other payments for services (e.g., consulting fees or honoraria); (ii) equity interests (e.g., stocks, stock options or other ownership interests); and (iii) intellectual property rights (e.g., patents, copyrights and royalties from such rights).  Financial interests include interests held by a spouse, minor or dependent children, and other persons living in the same household.  Affected includes financial interests that might reasonably appear to be affected by this research.  Research is the research proposed in this protocol.  


1.
Do you, your spouse, dependent children, or other persons living in your household:

a)  Own equity whose value might be affected by this research?

 FORMCHECKBOX 
  No


 FORMCHECKBOX 
  Yes, the value is not anticipated to exceed $10,000 in the coming 12 month period; I have disclosed this interest to the Conflict of Interest Official at my institution.

 FORMCHECKBOX 
  Yes, the value might exceed $10,000, but not anticipated to exceed $20,000 in the coming 12 month period; I have disclosed this interest to the Conflict of Interest Official at my institution.

 FORMCHECKBOX 
  Yes, the value might exceed $20,000 in the coming 12 month period and this interest; I have disclosed this interest to the Conflict of Interest Official at my institution.

b)  Have intellectual property rights that might be affected by this research?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes; I have disclosed this interest to the Conflict of Interest Official at my institution.

c)  Receive income that might be affected by this research?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes, the income is not anticipated to exceed $10,000 in the coming 12 month period

 FORMCHECKBOX 
  Yes, the income might exceed $10,000, but not anticipated to exceed $20,000 in the coming 12 month period; I have disclosed this interest to the Conflict of Interest Official at my institution.
 FORMCHECKBOX 
  Yes, the income might exceed $20,000 in the coming 12 month period and this interest; I have disclosed this interest to the Conflict of Interest Official at my institution.

2. I hereby declare that the above declaration of financial interests accurately represents any and all such interest currently held by myself, my spouse, my dependent children and other persons living in my household.


3. I will promptly update this declaration should the relevant Financial Interests of myself, my spouse, my dependent children and other persons living in my household change during the conduct of this research, or within one year following the completion of this research.
CO-INVESTIGATOR: 

____________________________________
_________

Signature of Co-Investigator
Date


Name:      
PRINCIPAL INVESTIGATOR / SITE RESPONSIBLE INVESTIGATOR:
____________________________________

________

Signature of Principal Investigator / Site Responsible Investigator
Date
Name:      
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