Coordinating Center Application
Directions for Initial Protocol Submission

	
	Initial Protocol Submissions

 1 copy of: 
(a) Coordinating Center Application and the Medical/Behavioral Protocol Summary Form 

(b) IRB approval letter from additional sites

(c) Any other documentation
Applications can be submitted to the HIC Office at any time.


Directions for AmendmentSubmission
	
	All Amendment Submissions

       1 copy of:
(a) Coordinating Center Application and the Amendment Submission Form
(b) IRB approval letter from additional site; IRB approval memo must be within twelve months
Applications can be submitted to the HIC Office at any time.


Directions for continuation Submission
	
	All Continuation Submissions

        1 copy of:
(a) Coordinating Center Application and the Continuation Form
(b) IRB approval letter from additional sites; IRB approval memo must be within twelve months
Please complete and submit this form by the date indicated on the HIC protocol specific  approval letter.   This date will be approximately six weeks before the expiration date of the protocol


	
	


Do not include instructions with the submission.
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[image: image1.png]WAYNE STATE
UNIVERSITY



                                                                                               101 East Alexandrine
(313) 993-7122 Fax

Detroit, MI  48201
(313) 577-1628 Office
      

www.hic.wayne.edu
    Human Investigation Committee
This additional application form must be submitted to the HIC office for all projects for which WSU is to serve as the Coordinating Center for a multicenter Research Project 
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HIC Use ONLY
COEUS Number: 

 FORMCHECKBOX 
 Initial Application

 FORMCHECKBOX 
 Amendment

 FORMCHECKBOX 
 Continuation
Section A: Project Director (PD)/ Principal Investigator (PI)

	1.
	Name of PD/PI
	     
	PD/PI’s Signature
	

	2.
	Department
	     
	Fax
	     

	3. 
	Address
     
	Pager
	     

	
	
	E-Mail
	     

	
	
	Telephone
	     

	4. 
	Form Completed By
	     
	Date Form Completed
	     

	5. 
	Telephone
	     
	E-mail
	     


Section B: Grant Information

	5. 
	HIC Protocol Number 

(if new submission leave blank)
	     

	6. 
	Grant/Project Title
	     


	7. 
	Expiration Date 

(if new submission leave blank)
	     

	8. 
	Funding Source:
	     

	9. 
	 Contact Name:
	     

	10. 
	Address:


	     

	11. 
	Phone:
	     

	12. 
	Status of Funds:
	 FORMCHECKBOX 
 Approved


	 FORMCHECKBOX 
 Pending

	13. 
	How many sites are anticipated to participate in this multicenter trial?
	     

	14. 
	Is this an amendment to the number of sites?
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes (Skip to question 17)

	15. 
	Describe the process for the collection, analysis, and dissemination of data to all sites.
     

	16. 
	Is this a research project that could pose potential risk to the participants?


	 FORMCHECKBOX 
 No (skip to question 17)
	 FORMCHECKBOX 
 Yes

	17. 
	Describe the organization, function, and membership of the committee used to monitor safety between the various sites and how ofter the committee meets. (Data safety and monitoring boards, or DSMB, are required for clinical trials involving interventions that could cause harm to participants.)

     

	18. 
	Describe the process for reporting adverse events/unexpected problems to participating sites and to The WSU HIC.  All sites must be made aware of serious adverse events/unexpected problems that occur at each participating site (See the Unexpected Problem policy on www.hic.wayne.edu)

     

	Section C:  Site Information:

	19. 
	Name of Site
	     

	20. 
	OHRP/FWA Number
	     

	21. 
	Name of PI
	     

	22. 
	Address


	     

	23. 
	Phone
	     

	24. 
	Fax
	     

	25. 
	Email
	     

	26. 
	IRB approval date (attach copy)
	     

	27. 
	Name of Site
	     

	28. 
	OHRP/FWA Number
	     

	29. 
	Name of PI
	     

	30. 
	Address


	     

	31. 
	Phone
	     

	32. 
	Fax
	     

	33. 
	Email
	     

	34. 
	IRB approval date (attach copy)
	     

	35. 
	Name of Site
	     

	36. 
	OHRP/FWA Number
	     

	37. 
	Name of PI
	     

	38. 
	Address


	     

	39. 
	Phone
	     

	40. 
	Fax
	     

	41. 
	Email
	     

	42. 
	IRB approval date (attach copy)
	     

	43. 
	Name of Site
	     

	44. 
	OHRP/FWA Number
	     

	45. 
	Name of PI
	     

	46. 
	Address


	     

	47. 
	Phone
	     

	48. 
	Fax
	     

	49. 
	Email
	     

	50. 
	IRB approval date (attach copy)
	     

	51. 
	Name of Site
	     

	52. 
	OHRP/FWA Number
	     

	53. 
	Name of PI
	     

	54. 
	Address


	     

	55. 
	Phone
	     

	56. 
	Fax
	     

	57. 
	Email
	     

	58. 
	IRB approval date (attach copy)
	     

	59. 
	Name of Site
	     

	60. 
	OHRP/FWA Number
	     

	61. 
	Name of PI
	     

	62. 
	Address
	     

	63. 
	Phone
	     

	64. 
	Fax
	     

	65. 
	Email
	     

	66. 
	IRB approval date (attach copy)
	     


(Attach additional pages as necessary to include other sites and numbers appropriately) 


HIC use ONLY

Reviewers Comments:      
 FORMCHECKBOX 
 Approved
 FORMCHECKBOX 
 Specific Minor Revisions Required
 FORMCHECKBOX 
 Expedited Review
 FORMCHECKBOX 
 Other




Reviewer’s Signature: 
 Date: 
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