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Sponsor Application Submission Worksheet

	Sponsor Name:
	     


	Protocol Name/ Number:
	     


	Site:
	     


*Add additional sites if multiple site study
Contact Information:

	Name:
	     
	Title:
	     

	Company:
	     

	Street Address:
	     

	Street Address:
	     

	City:
	     
	State:  
	     
	Postal Code:  
	     

	Phone:
	     
	Email:
	     

	Study Responsibilities:


	Alternate Contact, if applicable:

	Name:
	     
	Title:
	     

	Company:
	     

	Street Address:
	     

	Street Address:
	     

	City:
	     
	State:  
	     
	Postal Code:  
	     

	Phone:
	     
	Email:
	     

	Study Responsibilities:


Shipping Information:

Please provide shipping preference, if other than standard mail, and addresses of those that require a printed copy of site correspondence, other than the Investigator.  

Regulatory Status:
	Is the product(s) being used in this research study approved by FDA?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	If the product is being used per approved labeling, please see attachments check list 

	NDA/BLA/510K/PMA number:      

	Does this study include combination products?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	IND and/or IDE Number(s):      

	If you are claiming exemption from IND/IDE regulation, please see attachments checklist

	Device Class:      

	If requesting a non-significant risk determination, please see attachments check list


Study History
	If this study is funded (in whole or in part) by a federal department or agency, please see attachments check list

	If this study has been reviewed by additional IRBs, see attachment checklist

	Has this study been submitted to and accepted by FDA?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No    FORMCHECKBOX 
N/A


Study/Subject Safety
	Will a Data Safety Monitoring Board (DSMB) be used for this study?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	If not, what is the rationale?:      

	Describe the alternate data and safety monitoring plan:      

	How frequently will Sponsor/CRO representatives visit the research site(s) for routine monitoring?     

	Is emergency equipment/medication required at investigators’ site by this protocol or by this sponsor?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	If yes, please describe:      

	If the proposed consent template does not provide an explanation of your policy regarding compensation / treatment for research related injuries, please explain     

	If there additional means to assure Study/Subject safety, please describe :      


Investigator Meeting

	Will there be/has there been an investigator meeting for this study?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	Would you like a representative from Pearl IRB to attend and provide training?
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No


Attachments Check list:

	Attached product approved label
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No    FORMCHECKBOX 
N/A

	Attached supporting documentation for non significant risk device
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No    FORMCHECKBOX 
N/A

	Attached explanation for IND/IDE exemption
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No    FORMCHECKBOX 
N/A

	Attach the grant award letter
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No    FORMCHECKBOX 
N/A

	Attach other IRB review letters
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No    FORMCHECKBOX 
N/A

	Attach Sponsor approved recruitment materials
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No    FORMCHECKBOX 
N/A

	Attach Sponsor approved protocol
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No    FORMCHECKBOX 
N/A

	Attach Sponsor and Investigator approved consent template
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No    FORMCHECKBOX 
N/A


Is there any additional information Pearl IRB should know about this study?      
All forms should be emailed to forms@pearlirb.com or faxed to 317.278.4102
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