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Investigator Application Submission Form
	Section I:  Contact Information and Relevant Training


	Investigator
	

	Investigator Name:
	     

	Street Address:
	     

	City, State, Zipcode
	     


	Phone:
	     

	Fax:
	     

	24 Hour Emergency Phone:
	     

	Email
	     


	Medical License Number:
	     

	Expiration Date:
	     


	Contact for Pearl IRB 


	Name:
	     

	Phone:
	     

	Fax:
	     

	E-mail:
	     

	Sub-Investigators / Research Coordinators / Key Personnel 

(List any individual who has clinical procedure responsibility including Specialists that may be involved in your research.)

	Name:  
	     

	Responsibility(ies) 
	     

	Name:
	     

	Responsibility(ies):
	     

	Name:
	     

	Responsibility(ies):
	     

	Name:
	     

	Responsibility(ies):
	     


For additional staff, either tab to add additional rows, or attach a separate sheet.  Please also attach copies of CVs and relevant certifications or licenses, for relevant staff, including the Principle Investigator.

	Conflict of Interest

	Please document potential conflict of interest using the check boxes below:
An arrangement to serve as a speaker for the Sponsor?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
No   

Board or executive relationship with the Sponsor?    FORMCHECKBOX 
Yes  FORMCHECKBOX 
No   

Compensation related to the research where the amount is affected by the outcome?    FORMCHECKBOX 
Yes  FORMCHECKBOX 
No   

Related Ownership interest, stock options, or other financial interest?    FORMCHECKBOX 
Yes  FORMCHECKBOX 
No   

Proprietary interest in the research?    FORMCHECKBOX 
Yes  FORMCHECKBOX 
No   


  Contact Information and Relevant Training
	Section II:  Investigation Site


	Local Community
	

	Are there any state or local laws that have an impact on this research study at your site(s)?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, please explain:
	     

	Are there any strong demographic, religious or cultural attitudes in your community/research site that would impact the conduct of this study?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, please explain:
	     

	Are there any state or local laws that impact consent by a legally authorized representative?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


	Site History
	

	Have you ever been inspected by FDA?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Have you ever had approval of your conduct of a study suspended?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, please explain:
	     

	Are there any charges or complaints pending against any of the Key Personnel in this study?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, please explain:
	     


	Site management

	Will the Principal Investigator (PI) conduct research at more than one location?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, how often will the PI visit and communicate with the additional locations?      

	Systems (standard practices/operating procedures / policies) relevant to the protection of subjects are in place for communication and management of information across the research locations and for reporting such information to the IRB:
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


	Section III:  Study Information


	Sponsor:
	     

	Protocol Number:
	     


	Study location(s)

	Facility:
	     

	Street Address:
	     

	City, State, Zipcode:
	     

	Description of Facility:
	     

	Covered Entity (under HIPAA)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Nearest Emergency Center
	     

	Describe Available Emergency Equipment: and Medications
	     


	Subjects

	Will the subjects be charged for the costs of trial participation treatments or tests?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Will the subjects be compensated for injury?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Are there incentives for accelerated recruitment?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Will the subjects be compensated?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, please describe:      

	If non-English speaking subjects are enrolled, will you have an interpreter for questions and consent?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
NA

	Please check the box if subjects from any of these vulnerable groups may be enrolled in a study:
	 FORMCHECKBOX 
 Adults with diminished decision-making capability

 FORMCHECKBOX 
 Children / Minors

 FORMCHECKBOX 
 Economically disadvantaged

 FORMCHECKBOX 
 Illiterate / Educationally disadvantaged

 FORMCHECKBOX 
 Physically handicapped

 FORMCHECKBOX 
 Pregnant women

 FORMCHECKBOX 
 Prisoners

 FORMCHECKBOX 
 Sponsors / site employees or their family members


	Attachments

	1. Attach a copy of the Protocol with the completed signature page

	2. Attach a copy of your Informed Consent Template

	3. Attach a copy of your 1572, if applicable

	3. Attach a copy of any IRB correspondence with respect to this protocol

	4. Attach a copy of your documentation of deferral from another IRB, if applicable

	5. Attach all recruiting materials

	6. Attach copies of CVs and relevant certifications or licenses, for relevant staff, including the Principle Investigator

	7. Attach copies of letters/communication with FDA or OHRP for the last 3 years

	8. Attach a copy of deferral of jurisdiction to Pearl IRB (if applicable)


All forms should be emailed to forms@pearlirb.com or faxed to 317.278.4102
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