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CLINICAL TRIAL INFORMATION AND APPROVAL FORM

I. STUDY NAME                                                  
II. TYPE OF STUDY (check all that apply)

 FORMCHECKBOX 
Prospective Clinical Trial

 FORMCHECKBOX 
IDE or IND # (if applicable)      
 FORMCHECKBOX 
Registry

 FORMCHECKBOX 
Retrospective Study (based on existing records)

 FORMCHECKBOX 
Other

III. INVESTIGATORS’ NAME(S)

Principal Investigator:                                
Sub Investigator:                                        
Sub Investigator:                                        
IV. COORDINATOR'S NAME                                                      
Phone Number                         
 
Fax Number                                  
E-Mail Address                                  

V. ENROLLMENT PLAN

1. How will patients be identified and recruited?       
2. Estimated number of patients to be enrolled       
3. Area(s) in medical center that study is to be conducted.      
4. Location in which follow-up (post-discharge) will be conducted      
VI. STAFF EDUCATION

Staff Requiring Education
	Type of staff (eg. Nursing, pharmacy)
	Location in PSHMC / PHFH
	Who will perform education? (e.g. Coordinator, pharmacist)

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


Please submit the completed forms and items to:

Providence Medical Research Center

105 W. 5th Avenue Suite 350E
Spokane, WA 99204

CLINICAL TRIAL INFORMATION AND APPROVAL FORM

VII. PLEASE SUBMIT THE FOLLOWING ITEMS

 FORMCHECKBOX 
 Clinical Trial Agreement (budget must be included)
 FORMCHECKBOX 
 IRB-Spokane Application

 FORMCHECKBOX 
 Informed Consent 

 FORMCHECKBOX 
 Financial Disclosures: (Use IRB-Spokane “Conflict of Interest Disclosure Form” if study sponsor has not supplied a disclosure form.
 FORMCHECKBOX 
 Verification of CITI Training for all study personnel listed on IRB-Spokane     
application.

 FORMCHECKBOX 
 Copy of Protocol
 FORMCHECKBOX 
 Research personnel credentialing application (Located in forms section of  web  
page) if not yet completed
 FORMCHECKBOX 
 Submission of Medicare Approval letter after Completion of Medicare submission 
for all IDE device trials. 

 FORMCHECKBOX 
 Copy of IRB-Spokane approval letter.

 FORMCHECKBOX 
 Once study is approved and initiated, researchers must submit a copy of IRB annual progress report and approval letter to PMRC each year until study completion.
RESEARCH RESOURCE WORKSHEET

PROVIDENCE SACRED HEART MEDICAL CENTER & CHILDREN”S HOSPITAL (PSHMC)
PROVIDENCE HOLY FAMILY HOSPITAL (PHFH)

	Procedures/Services


	Fee 


	SHMC / HFH Institutional Fee 
	$2,500

	Pharmacy Setup Fee 


	$2,000

	Device Storage Fee
	Negotiated

	Pharmacy dispensing fee
	      / per patient

	Additional Pharmacy Fees
	See Investigational drug fees form

	Laboratory tests or procedures.

	Complete Billing Compliance worksheet


Address and contact person for billing:

Name:                            
Title:                              
Address:                         
Email:                            
Have all procedures, tests, and other resources that are study-related been reviewed for billing compliance? 

 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No 
Applicant  Investigator  or Designee 
Signature 



Title


Date
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