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Creighton University Institutional Review Board
2500 California Plaza, Omaha, NE 68178 ( Phone: 402-280-2126 ( Fax: 402-280-4766

Campus Address: Criss I, Room 104
E-mail: irb@creighton.edu
Application for

Determination of Exempt Status: Use of Biological Specimens in Research
For Office Use Only
IRB #: 


 (Assigned by IRB office at the time of submission)

Contact and Study Information
	Study Title: 
	     

	Principal Investigator (include credentials): 
	     

	Phone: 
	     
	Email: 
	     

	Department and School: 
	     

	Person who could answer questions about this application and the proposed research, if other than the Principal Investigator:      

	Phone (The number to best reach you if there are questions):      
	E-mail:      

	Name and Address to mail IRB correspondence to:
	     

	All other study personnel and their credentials (please check status of the individual and their role in this project such as mentor, advisor, consultant, investigator, etc.)
Individual(s) conducting the chart review must have completed the CITI HIPS Course

	     
	 FORMCHECKBOX 
 Faculty   FORMCHECKBOX 
 Staff  FORMCHECKBOX 
 Student  FORMCHECKBOX 
 Graduate Student/Resident/Fellow   FORMCHECKBOX 
 Other        Role in Study:        

CITI HIPS Course completed    No Yes  

	     
	 FORMCHECKBOX 
 Faculty   FORMCHECKBOX 
 Staff  FORMCHECKBOX 
 Student  FORMCHECKBOX 
 Graduate Student/Resident/Fellow   FORMCHECKBOX 
 Other        Role in Study:        

CITI HIPS Course completed    No Yes  

	     
	 FORMCHECKBOX 
 Faculty   FORMCHECKBOX 
 Staff  FORMCHECKBOX 
 Student  FORMCHECKBOX 
 Graduate Student/Resident/Fellow   FORMCHECKBOX 
 Other        Role in Study:        

CITI HIPS Course completed    No Yes  

	     
	 FORMCHECKBOX 
 Faculty   FORMCHECKBOX 
 Staff  FORMCHECKBOX 
 Student  FORMCHECKBOX 
 Graduate Student/Resident/Fellow   FORMCHECKBOX 
 Other        Role in Study:        

CITI HIPS Course completed    No Yes  

	     
	 FORMCHECKBOX 
 Faculty   FORMCHECKBOX 
 Staff  FORMCHECKBOX 
 Student  FORMCHECKBOX 
 Graduate Student/Resident/Fellow   FORMCHECKBOX 
 Other        Role in Study:        

CITI HIPS Course completed    No Yes  

	     
	 FORMCHECKBOX 
 Faculty   FORMCHECKBOX 
 Staff  FORMCHECKBOX 
 Student  FORMCHECKBOX 
 Graduate Student/Resident/Fellow   FORMCHECKBOX 
 Other        Role in Study:        
CITI HIPS Course completed    No  Yes  


Project Sites 

 FORMCHECKBOX 

Creighton University
 FORMCHECKBOX 

Alegent Creighton Health/Clinic; (requires Research Feasibility Review Committee Approval) Specific hospital(s)/clinic(s)        

       Submit this IRB application with all packet materials to Research@alegent.org. If questions, call the ACH Contracts and Budget Coordinator at 402-715-4741
 FORMCHECKBOX 
  Other (please specify):       
If specimens and/or data will come from or will be sent to another institution, have the necessary material transfer agreements been completed with the Creighton University Intellectual Resource Management (IRM) Technology Transfer Office (TTO)?
No       If No, why not?    Yes  If Yes, describe:       
A copy of the agreement must be attached to this application.
Eligibility for Exempt Status Review

1. Will any information from this project be submitted to the FDA or held for inspection by the FDA? No IRB initial application If Yes, STOP. This project is not eligible for exempt review; complete the    Yes  for review as an expedited project.
2. Are all specimens in existence as of the date the protocol is submitted to the IRB? 
No IRB initial application If No, STOP. This project is not eligible for exempt review; complete the    Yes  for review as an expedited project.
List the date range of specimens to be studied:      
Is this study funded? No  If Yes, list the funding agency:  


   Yes 
Research Description:
1. Background and significance:       
2. Rationale behind the proposed research and potential benefits to participants and/or society:      
3. Specific aims (research objectives):      
4. Specify objectives and hypotheses to be tested in the research project:      
5. Statistical analysis:      
6.      References:      

If applicable, attach your entire grant or study design. Yes      No 
Specimen Source 

Check and Complete Appropriate Section

Section 1: Discarded Tissue 
 This study will use discarded tissue (and, if applicable, data) that does not require pathology review.  
Answer the following questions:

Facility that will provide the discarded tissue to the investigator:      
Will the specimens contain any Protected Health Information (see HIPAA identifiers)? No IRB initial application If Yes, STOP. This project must be reviewed applying the Codes of Federal regulations (either expedited review or review at a convened meeting); complete the    Yes .
Describe what type of discarded tissue you are requesting to use:      
If applicable, provide a list of data variables that will be collected (e.g., diagnosis, age, laboratory results, etc.):      
Describe the process of how the investigator will receive the specimen and who will provide the specimen to the investigator:      
Section 2: Pathology Specimen 
 This study will use residual specimens that were obtained originally for clinical treatment or pathology purpose independent of this research project. Answer the following questions:

Pathology department(s) that will provide the pathology specimen to the investigator:      
Will the specimens and/or data (e.g., medical record information) be provided to this research team without personal identifiers or linkage codes? No       If No, explain:    Yes 


If yes, address the following questions:

i. Who will access the specimens and/or data?      


ii. What is their right to do so? (i.e., specify their right to access to the these materials)        


iii. Describe the process of obtaining specimens and/or data:      
 

Describe how the specimens and/or data will be de-identified prior to being provided to investigators (if applicable);      
Request for Waiver of HIPAA Authorization with the Justifications for Waiver of HIPAA Authorization to Access the Clinical Specimen/Data:

Describe how the use of the protected health information involves no more than minimal risk to the privacy of the individuals, based on an adequate plan to protect the information:      
Why is it not practicable to conduct this research without the waiver?      
Why is it not practicable to conduct this research without access to and use of the protected health information?      
Section 3: Specimens from a Prior Research Study
 This study use specimens (and if applicable, data) obtained from a prior research study.
Answer the following questions:

Did the consent form signed by the subjects restrict the use of their samples in any way?

       No       If Yes, describe the restrictions:    Yes 
Is a copy of initial consent form attached? No       If No, explain why not:    Yes 
	Information from the prior research study:
Study Title:          
PI name:              
IRB number:       

	If the specimen has been stored with Protected Health Information: Request for Waiver of HIPAA Authorization with the Justifications for Waiver of HIPAA Authorization:

Describe how the use of the protected health information involves no more than minimal risk to the privacy of the individuals, based on an adequate plan to protect the information.      
Why is it not practicable to conduct this research without the waiver?      
Why is it not practicable to conduct this research without access to and use of the protected health information?      


	Section 4: Specimens provided directly from a commercial vendor 




 This study will use specimens obtained directly from a commercial vendor.
Identify the vendor by name:       
Address each of the following questions: 
Will the investigator(s) access (look at) identifiable private information? No    Yes 
If Yes, explain:      

Will the investigator receive specimens and/or data with identifiable private information? 
No       If Yes, explain:    Yes 

********************************End of Sections***************************************
Additional Information, Clarification, or Comments for the IRB Reviewer:      
Principal Investigator’s Assurance

The following signature certifies that the Principal Investigator (PI) understands and accepts the following obligations to protect the rights of research subjects. It is the PI’s responsibility to:
a. Ensure that the submitted protocol provides a complete description of the proposed research (contains adequate information regarding subjects’ rights and welfare and ensures that all applicable laws and regulations will be followed).

b. Ensure that, throughout the course of the study, all research personnel involved in the project conform to the applicable federal regulations and Creighton University IRB policies when conducting the research.

c. Secure all research-related records on file and acknowledge that the IRB may review these records at any time. 

d. Promptly report any proposed changes to the research project (e.g., amendments, modifications, updates) to the IRB. Changes shall not be initiated until such changes have been reviewed and approved by the IRB, except to eliminate immediate hazards to subjects.

e. Inform the IRB immediately of any information that may negatively influence the risk/benefit ratio for subjects enrolled in the study.

I understand that failure to comply with applicable federal regulations and Creighton University IRB policies and procedures could result in suspension or termination of the research project.

Signature of Principal Investigator


Date

(Must be signed by the PI, no designee)[image: image1.png]
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