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


	Investigator
	

	Investigator Name:
	     

	Street Address:
	     

	City, State, Zip code
	     


	Phone:
	     

	Fax:
	     

	24 Hour Emergency Phone:
	     

	Email
	     


	Medical License Number:
	     

	Expiration Date:
	     


	Contact for Pearl IRB 


	Name:
	     

	Phone:
	     

	Fax:
	     

	E-mail:
	     

	Required: Invoice/Billing Contact

	Name: 
	

	Email: 
	

	Phone: 
	

	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 signed/dated CVs and relevant certifications or licenses, for any KEY PERSONNEL listed on this form, including the Principal 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 
Financial interests of immediate family members (i.e., spouse or dependent child)?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
If you answered YES to any of the above questions, please additionally fill out an Investigator Conflict of Interest Form. 

Will an organization other than Pearl IRB evaluate and manage the financial interests of researchers and research staff?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
If so, please supply the results of this evaluation, including any management plan. Please note: the IRB has the final authority to decide whether the conflicting interest and its management plan allow the research to be approved.
The investigator must identify, ensure disclosure, evaluate, and educate their team about institutional processes. Describe any management plans for researchers or research staff (and/or their immediate family) engaged in the design, conduct or reporting of the research:      


  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

	Describe the site provisions for monitoring data:      
	


	Section III:  Study Information


	Sponsor:
	     

	Protocol Number:
	     


	Study location(s)

	Facility:
	     

	Street Address:
	     

	City, State, Zip code:
	     

	Description of Facility:
	     

	Covered Entity (under HIPAA)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Nearest Emergency Center
	     

	Describe Available Emergency Equipment: and Medications
	     


	Subjects

	Is subject selection equitable? (i.e., are the recruitment and enrollment procedures/inclusion/exclusion criteria/amount and timing of payments appropriate?) 
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Please describe:      

	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:      

	Describe the consent process.  Include information such as:

· Who will conduct the consent interview?

· Who will provide consent or permission?

· Is there a waiting period between informing the participant and obtaining consent?

· Are steps taken to minimize coercion or undue influence?

· What language is used by those obtaining and giving consent?

· What information is communicated to the participant or legally authorized representative?
	     

	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

	Describe risks to study subjects. These might include risks such as physical, psychological, social, economic, and/or legal, or private information being compromised. 
	 FORMTEXT 

     

	CONFIDENTIALITY INFORMATION (HIPAA)

“Confidentiality” pertains to the use and disclosure of information (i.e. a subject’s Protected Health Information (PHI)). An authorization may be needed from the subject, or a waiver or partial waiver of authorization from the IRB, prior to using or disclosing (PHI) for research purposes. 

	Who will have access to the subjects’ PHI?
	 Principal Investigator 

 Sub-Investigator(s)

 Others (Please identify):  

	What procedures/precautions will be used at the research site(s) to maintain the confidentiality of subjects’ PHI?

(Please select all that apply)
	 All persons who will have access to subjects’ PHI have been educated on the HIPAA Privacy Rule, OR will receive HIPAA Privacy Rule education prior to having access 

 All persons who will have access to subjects’ PHI have signed a confidentiality agreement or similar obligation to protect the confidentiality of subjects’ PHI OR will sign a confidentiality agreement or similar obligation prior to having access 

 All persons who will have access to subjects’ PHI have been trained on their respective site’s policies relating to privacy and confidentiality OR will receive this training prior to having access 

 Access to subjects’ PHI will be limited to only those persons who need to have access for study-related purposes

 For PHI that is maintained electronically, electronic safeguards will be used (i.e. secure data network, limited access to electronic data, password protections) 

 For PHI that is maintained on paper, physical safeguards will be used (i.e. storage in a secure, locked area) 

 Other (please describe any additional plans to protect subjects’ PHI from improper use and disclosure): 

	Will research site(s) send any subject PHI (other than subject initials and study number) off site?

If Yes, please provide explanation:
	 Yes 

 No 

	How long will research site(s) store study-related data?
	

	Who (persons and/or entities) will have access to the study-related data stored by the research site(s)?
	

	PRIVACY

“Privacy” addresses the way(s) a person is kept from the presence or observation of others and/or protected from unauthorized intrusion(s).

	What procedures/precautions will be used at the research site(s) to protect subjects’ privacy?
(Select all that apply) 
	 Personal information collected from subjects is limited to only that which is necessary for study purposes 

 Research site(s) will collect subjects’ personal information in a private setting/location 

 Research site(s) will conduct study-related activities and procedures in a private setting/location

 Drapes or other physical barriers will be used

 Other (describe any additional measures that will be taken to protect subjects’ privacy):

	Describe how prospective subjects will be contacted regarding possible study participation: (i.e. letter to prospective participants, telephone call, direct contact, etc.; include privacy measures employed for each anticipated method of approach)
	


	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)


	I agree and confirm that the information above is accurate and complete

	Signature
Date:

     
Printed name and Title
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