Marshall University Institutional Review Board 

SPONSOR CONTRACT CHECKLIST   

Protocol Name _______ _________________________________________________________________________________                                Protocol Number ____________

Principal Investigator ______________________________  Co-Investigator(s) ___________________________________  Research Site _______________________________

                                                                       Investigator                                                                                                                 Reviewer

SPONSOR CONTRACT CHECKLIST 

                                                                               Investigator                                                                                                             Reviewer                                                                               


	Note: All questions must be answered
	Yes
	No
	NA
	Investigator’s Comments

Please indicate the page numbers in the contract where information can be located for each question.
	Yes
	No
	NA
	Reviewer’s Comments

	
	
	
	
	
	
	
	
	

	GENERAL RESEARCH INFORMATION

	1.  Does the contract include language that requires the organization (i.e. CHH, SMMC, MU, VA) to comply with the protocol, applicable law, and its ethical standards?
   Does the contract include an agreement to follow procedures for data recording and reporting; to permit monitoring, auditing and inspection; and to retain the clinical trial related essential documents until the sponsor informs the investigator these documents are no longer needed?
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	

	2.  Does the contract include language that describes who takes responsibility to provide and pay for medical care for research-related injury?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	3.  Does the sponsor have a regulatory obligation to monitor the conduct of the research?

  If yes, does the contract include language that obligates the sponsor to notify the organization of any information discovered through the monitoring process that could affect the safety of participants, affect the willingness of participants to continue participation, influence the conduct of the study, or alter the IRB’s approval to continue the study?

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	4.  Does the contract include language so that when the results of the research study directly affect the safety or medical care of current or former participants, the sponsor is required to notify the organization of those results? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	 5.  Does the contract include language requiring the sponsor to follow the organization’s policies and procedures regarding the publication of findings from sponsored research? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	6.  Is the contract agreement consistent with the consent form(s)? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	Investigator Comments:

	Reviewer’s Assessment (Please check)

   FORMCHECKBOX 
   Recommend Approval
   FORMCHECKBOX 
   Recommend Approval with the following modifications.

________________________________________________________________________________________________
________________________________________________________________________________________________

________________________________________________________________________________________________

________________________________________________________________________________________________

Please indicate below if you would like to have a copy of this form and your comments provided to the Principal Investigator.

    FORMCHECKBOX 
   YES      FORMCHECKBOX 
   NO

​​​​​​​​​​​​​​​​​​


   
  
                              


Page 1 of 2
    Revised 9-17-2008  

PAGE  
    Revised 9-17-2008                                                                                                                                                                                                                                                                                                Page 2 of 2

