	Northeast Ohio Medical University
Institutional Review Board (IRB) Application

Office of Research and Sponsored Programs
APPLICATION FOR USE OF HUMAN SPECIMENS



Instructions: Your application must include this completed form, together with any appendices that might be helpful to the IRB’s consideration.  Answer ALL questions in the application form.  Failure to properly complete this application will delay final review of your protocol.    Please submit this application to Trish Wilson, Regulatory Affairs Coordinator, ORSP.  First investigator listed below must be a NEOMED faculty member.  PLEASE LIST ALL PERSONNEL!

	I. PERSONNEL (names, degrees)
	Dept./Section/Location
	Extension
	Email
	Status

	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	Ia. Staff Contact / Research Coordinator
	Telephone
	FAX
	Location and Room #

	     
	     
	     
	     

	II.    SUPPORTING SIGNATURES:.

A.  

	Investigator
	Date

	B.    If a student project: “This project has been reviewed and approved by the thesis / dissertation committee or faculty advisor.”


	Faculty Advisor
	Date


III. REQUIRED INFORMATION:

.A
Are non-NEOMED/Consortium institutions involved?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes: Letter of agreement must be attached.  Please attach Co-Investigator’s memo (or e-mail) of their intent to collaborate”.

B
Do any of the investigators have a potential conflict of interest in the performance of this study?


 FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes: Attach explanatory statement.

 
C
Does the study in which the specimens will be used currently have any funding?  If yes, please state sponsor.

 FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes         
If currently no funding, will the study be submitted for funding?  If so, to what sponsor(s)?



     


D..
Have all Investigators and Co-Investigators completed the training for conducting human subjects research with Data or Specimen’s only located at https://about.citiprogram.org/en/homepage/?  Please attach certificate and include dates below:
      
Investigator

     

Date of completion:
     
      
Co-Investigators

     

Date of completion:
     


All Other Key Personnel
     

Date of completion:
     
DESCRIPTION OF HUMAN SPECIMENS:

	What is the type of specimen? (blood, plasma, surgical tissue etc)

	What is the name of the specimen?
	What is the source of the specimen?
	Please state what information will be provided about the donor along with the specimen.

	1.        
	     
	     
	     

	2.        
	     
	     
	

	3.        
	     
	     
	

	4.        
	     
	     
	

	5.        
	     
	     
	

	6.        
	     
	     
	

	7.        
	     
	     
	

	8.        
	     
	     
	

	9.        
	     
	     
	

	10.      
	     
	     
	

	11.      
	     
	     
	

	12.      
	     
	     
	

	13.      
	     
	     
	

	14.      
	     
	     
	

	15.      
	     
	     
	


DESCRIPTION OF SOURCE:

Please describe in the area below from where/who you are obtaining the specimens.  Provide as much information as possible, such as information from the Web from any biobank, repositories, commercial sources, or hospital sources and attach to this form.  
       
________________________________________________________________________________________
FOR IRB USE ONLY:
Reviewer- Specify if specimen’s use is exempt, expedited, or not human subject research.
Exempt Research Category:
 Secondary Research:  46.104 (4)

Secondary research use of information or biospecimens for which consent is not required: 
               Please select:
 (i) The identifiable private information or identifiable biospecimens are publicly available;

 (ii) Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;

Expedited Research Category:
 Category 5- Materials collected for Non Research Purposes

Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)

Not Human Subjects Research

OHRP FAQ  From 
OHRP does not consider research involving fully de-identified or fully anonymized information to involve human subjects.

OHRP does not consider research involving only coded private information or specimens to involve human subjects if the following conditions are both met:

(1) The private information or specimens were not collected specifically for the currently proposed research project through an interaction or intervention with living individuals; and

(2) the investigator(s) cannot readily ascertain the identity of the individual(s) to whom the coded private information or specimens pertain because, for example, there are agreements, IRB-approved policies and procedures, or legal requirements in place that prohibit the release of the key to the code to the investigators under any circumstances until the individuals are deceased.

_____________________________________________


________________________

Reviewer Name






Date
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