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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 1, Room 104
E-mail: irb@creighton.edu
Application for

Determination of Exempt Status (per 45CFR46.101 (b) 4) and HIPAA Authorization Waiver for Medical Record Review
For Medical Record Review by Investigators who are Part of the Creighton University/Alegent Health Care-Covered Entity Workforce. Note: The PI of this study must be a Creighton University/Alegent Health System-privileged professional or staff member who normally has access to medical record information by virtue of his or her patient care responsibilities. Students in the health care professions (including medical students) can conduct these retrospective reviews under the supervision of an appropriately credentialed Creighton University/Alegent Creighton Health professional, but the student cannot be listed as the PI. Patient records to be reviewed in this study must be related to the PI’s patient care responsibilities.

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: 
	     

	Name and Address to mail IRB correspondence to: 
	     

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

	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. If non-ACH employee accessing Alegent Creighton Health/Clinic PHI, the individual must have a signed Records Access/Confidentiality Agreement on file in the ACH Research Center. Contact the Contract and Budget Coordinator at 402-715-4741 for information.

	     
	 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 the study is being conducted at a non-Creighton affiliated site that does not have IRB oversight, an agreement between that site and the Creighton IRB must be completed prior to starting the project. (See the letter of agreement template)
	Eligibility for Exempt Status Review


1. Describe the authority that allows the Investigators to access patient records:      
2. Will any member of this research team record patient names, ID numbers, or other linkage codes with the data abstracted from the medical records (even temporarily)? No    Yes 
If Yes, STOP - This project is not eligible for exempt review; complete the IRB initial application for review as an expedited project. 
3. Are all records currently 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  for review as an expedited project.  
Yes       If Yes, List the date range of records to be studied: 
4. If data will be sent to another institution, have you consulted with the Intellectual Resource Management (IRM) Office regarding any necessary agreement?   

      

N/A  Data will not be sent to another institution

No         Why not?   

Yes        Describe: 
NOTE:   

1. Under NO circumstances can identifiers such as names, Social Security numbers, phone numbers, medical record numbers, dates, etc. (complete list of HIPAA de-identifiers) be recorded with the data, nor can linkage codes be used. The dataset must be completely anonymous. For that reason, once the information has been extracted from the medical record, it will not be possible for the investigator to go back to that same medical record and add other patient-specific information to this research dataset.  

2. However, that investigator can keep a separate listing of the medical records he or she has accessed as part of this study; this listing should be restricted to the medical record number and should not include any other medical record information or linkage codes!  

3. Also, this exemption is not appropriate when medical record data are coming from more than one source (e.g., multiple medical record offices/databases) when that linking process requires investigators to record linkage codes, at least temporarily.  

Medical records to be studied

1. Specify the inclusion/exclusion criteria for the selection of medical records requested for this study:      
2. Specify the approximate number of individual patient medical records that will be requested for the purpose of this study:      
3. Attach your data collection sheet which will list the specific data that will be extracted from these medical records for the purpose of this study.
4. Describe the location/source of the medical records to be accessed:      
Attach your study design/protocol to this application OR complete the following section:
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:      
Request for Waiver of HIPAA Authorization with the Justifications for Waiver of HIPAA Authorization:

1. 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:      
2. Why is it not practicable to conduct this research without the waiver?      
3. Why is it not practicable to conduct this research without access to and use of the protected health information?      
Additional Information, Clarification, or Comments for the IRB Reviewer:      
	Submission Requirements (Submit one printed copy of each applicable document)

	

	 FORMCHECKBOX 

Completed Signed Application
 FORMCHECKBOX 

Protocol or study design (Please date) (if study design is not completed in this application)

 FORMCHECKBOX 

Data Collection Sheet
 FORMCHECKBOX 

Other (explain):

     



   FORMCHECKBOX 
        If using Alegent Creighton Health/Clinics, this IRB application with all packet materials has been sent to Research@alegent.org .  

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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