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STUDY APPLICATION SUBMISSION
	Date Completed:
	     

	Completed By:
	     


	Section A:  Protocol Information

	
	

	Protocol Study Title:
	     

	Sponsor & Protocol Number:
	     

	Date of initial Protocol::
	     

	Investigator Brochure/Product Monograph & Date:
	     

	Amendment: (Specify # and Date)
	     


	Section B:  Research Site Information (If there are more than 3 Sub-Investigators please add an additional page to this document with Address, Phone, Fax and Email details)

	
	

	Name of Principal Investigator:
	     

	Research Site Address:
	     

	Phone:
	     

	Fax:
	     

	Email:
	     

	

	Name of Sub-Investigator:
	     

	Research Site Address:
	     

	Phone:
	     

	Fax:
	     

	Email:
	     

	

	Name of Sub-Investigator:
	     

	Research Site Address:
	     


	Phone:
	     

	Fax:
	     

	Email:
	     

	
	

	Name of Sub-Investigator:
	     

	Research Site Address:
	     

	Phone:
	     

	Fax:
	     

	Email:
	     


	Section C:  Sponsor and CRO Information

	
	

	Name of Sponsor:
	     

	Address:
	     

	Phone Number:
	     

	Fax Number:
	     

	Email:
	     

	
	

	Name of Sponsor’s Medical Monitor:
	     

	Address:
	     

	Phone Number:
	     

	Fax Number:
	     

	Email:
	     

	
	

	Name of Clinical Research Organization:
	     

	Address:
	     

	Phone Number:
	     

	Fax Number:
	     

	Email:
	     


	Section D:  Research Site Procedure Information 

	

	Is a fee being paid to non-participating physicians for submitting potential subjects?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

	If yes, provide details:      

	Are there any procedures, assessments or tests that require special training, experience or certification for the qualified/principal investigator and/or sub/co investigator?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

	If Yes, Provide Details of the tests or procedures and confirmation the P.I. and the Sub/Co-Investigator have received instruction or training to perform these procedures:      

	Have the qualified/principal investigator, sub/co-investigator and all research study staff received training in Good Clinical Practice (GCP) Guidelines?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

	Provide details of training:       

	Does this site have specific space assigned for secure storage of documents?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO


	Section E:  Compensation and Community Information

	

	Compensation of Subjects 

(Provide Details on the amount and 
when payment will be given)


	     

	Are there are local or community issues that may affect the conduct of studies at this site, e.g. significant variation in the community from national average with respect to factors such as income levels, literacy, homogeneity/diversity of population, age, distinct culture/religion/social practice.


	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

	If Yes, Provide details of the local or community issues that may affect the conduct of studies at this site
	     


	Does this study target a vulnerable population? 

(e.g. Alzheimers, Serious and/or acute medical conditions, pediatric/minor subjects)
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

	If Yes, Provide Details
	     


	Section F:  Additional Information (e.g., clarifications)

	

	     


1
Effective January 1, 2012
3
Effective January 1, 2012

