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	Clinical Research Support

Industry Sponsored Agreements


Industry Sponsorship Form



Industry Sponsorship Form

This form collects important information that will assist the Contract Manager in reviewing and negotiating new industry sponsored clinical trial agreements. The Contract Manager will not begin to review the agreement until this completed form has been received.  

	Consortium Protocol or IRO File Number:                                                                     

	Principal Investigator: 
	                                   
	Mailstop:
	             
	Phone: 
	                                   

	Fred Hutchinson Cancer Research Center Division/Group:    FORMCHECKBOX 
 CRD    FORMCHECKBOX 
 PHS    FORMCHECKBOX 
 VIDD    FORMCHECKBOX 
 HICOR

	Contact Person:
	                                   
	Mailstop:
	             
	Phone: 
	                                   

	Study Title:                                                                                                                                  
                                                                                                                                                      



	Industry Sponsor Information


	Industry Sponsor’s Name: 
	                                                                    

	Business/Legal Contact Person:
	                                                                    

	Telephone: 
	                                                                    

	Email Address: 
	                                                                    


	General Information


1. What is the sponsor’s expected study start date at Fred Hutch?
     
2. How long is the study expected to last at Fred Hutch?       
3. Is the study supported in whole or in part by funding/support from any other source? 

         FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No

	If yes, please identify the sponsor of the other source of support:  
	                                                                    

	Identify the type of other support that will be provided (if applicable):


	
	 FORMCHECKBOX 

	Drug/Device/Biologic

	
	 FORMCHECKBOX 

	Funding

	
	 FORMCHECKBOX 

	Equipment

	
	 FORMCHECKBOX 

	Other (please identify): 
	                                                                    


	Study Description


1. What type of activity is involved in this study? 
	 FORMCHECKBOX 

	Data or sample collection
	 FORMCHECKBOX 

	Epidemiological study

	 FORMCHECKBOX 

	Minor data analysis
	 FORMCHECKBOX 

	Observational study

	 FORMCHECKBOX 

	Major statistical study
	 FORMCHECKBOX 

	Clinical or Prevention trial

	 FORMCHECKBOX 

	Basic research
	
	 FORMCHECKBOX 
    Pilot/Feasibility Study     

	
	
	
	 FORMCHECKBOX 
    Phase I     

	
	
	
	 FORMCHECKBOX 
    Phase I/II    

	
	
	
	 FORMCHECKBOX 
    Phase II     

	
	
	
	 FORMCHECKBOX 
    Phase III    

	
	
	
	 FORMCHECKBOX 
    Phase IV    


2. Is this a  FORMCHECKBOX 
 sponsor-initiated study or a  FORMCHECKBOX 
 principal investigator-initiated study? 
3. Is there an Investigational New Drug/Device (IND/IDE) associated with this study?  

        FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No

If yes, please answer the following questions: 

	a) FDA center issuing the IND/IDE:   FORMCHECKBOX 
 CDER (Drug)    FORMCHECKBOX 
 CBER (Biologic)   FORMCHECKBOX 
 CDRH (Device)  

	b) IND/IDE Sponsor: 
	                                                                    


If the FDA has approved a waiver, please attach a copy of it.  

4. Will the performance of the study at Fred Hutch require participation of other performance location(s)?          

        FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No

If yes, please identify the other location(s):   

	 FORMCHECKBOX 

	Seattle Cancer Care Alliance
 FORMCHECKBOX 
     SCCA Network Sites

	 FORMCHECKBOX 

	University of Washington Medical Center

	 FORMCHECKBOX 

	Other Sites (Please list sites):        



5. What is the sponsor providing for this project? 

	 FORMCHECKBOX 

	Drug/Device/Biologic (please answer Question 6 below)

	 FORMCHECKBOX 

	Funding

	 FORMCHECKBOX 

	Data
	                                                                    

	 FORMCHECKBOX 

	Equipment (please identify): 
	                                                                    

	 FORMCHECKBOX 

	Other (please identify): 
	                                                                    



If the sponsor is providing equipment, will the equipment be donated or transferred to Fred Hutch at 
the end of the study?    


        FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No

6. If the sponsor is providing a drug/device/biologic: 

	a) Please provide the name of the drug/device/biologic:   
	                                                                    

	b) Is the drug/device/biologic commercially available? 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	c) Is this an off-label use of the drug/device/biologic?  
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	d) Is the study being done to support the sponsor’s efforts to obtain approval of the drug/device/biologic from the FDA or similar government agency?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	Deliverables


1. What deliverables will the sponsor receive in connection with the study? (Check all that apply)

	 FORMCHECKBOX 

	Case Report Forms 

	 FORMCHECKBOX 

	Patient Data

	 FORMCHECKBOX 

	Report(s) 

	 FORMCHECKBOX 

	Other (please identify): 
	                                                                    


2. Will the sponsor receive human specimens collected by, or under the control of, Fred Hutch? 

        FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No
3. Will the sponsor have access to private patient information such as Personal Health Information, or Limited Data Sets (as defined by HIPAA) collected by, or under control of, Fred Hutch?


       FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No

	Intellectual Property


1. What is the likelihood that there will be an invention or discovery arising from Fred Hutch’s activities in connection with the study?  (Check one)
	 FORMCHECKBOX 

	High 

	 FORMCHECKBOX 

	Moderate

	 FORMCHECKBOX 

	Low 


2. Does this study involve a pre-existing drug, device, biologic, process, method, test, software, or any other product, service, or technology (“Invention”) developed at Fred Hutch? 

       FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No


If yes, has the Invention been reported to the Office of Technology Transfer?  


      FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No
3. Will there be inventions or discoveries obtained from materials or data transmitted to Fred Hutch from a third party under an MTA or a DUA?


      FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No
	Next Steps


Please complete this form and email it along with the following documents to the appropriate Contract Manager identified below when you are prepared to proceed with the study: 

· Draft contract 
· Draft budget

· Protocol/scope of work
· Draft informed consent form (if applicable)
· Additional documents or correspondence received from the sponsor that may be relevant to the contract
 Contract Manager: 

	Clinical Research Support

Sonja Halverson Kagele
(206) 667-1913

shalvers@fredhutch.org
	
	



  Mailstop LM-200

	05200 Industry Sponsorship Form
	Page 1 of 3
	Version: 06/16/2016



[image: image1.jpg]