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Institutional Review Board
Exempt From IRB Review Request Form
Before completing this form, complete the Human Subject Research Determination worksheet to ensure that you are in fact required to submit your new study to the Office of Human Research.  The OHR will only review studies deemed “human subject research.”
Reporting Proposed Changes in Research: This exempt from IRB review determination only applies to this form/protocol, as currently proposed. Therefore, if there are any changes that increase the risks to subjects (e.g., methodology, data gathering instruments, type of information being accessed or disclosed, etc.) the changes must be submitted to the IRB/OHR for approval PRIOR TO implementation. 

	Investigator and Team Contact Information

	IRB#  (Admin use only--will be assigned upon submission)
	                                               
	Version Date:
	      

	Type of HIPAA Authorization Requested:
	 FORMDROPDOWN 


	Protocol Title and Sponsor:

	Title :     

	Sponsor :     

	Principal Investigator Information (must be gwu faculty )

	Last Name:
	     
	First Name:
	     
	Degree:      

	Department
	     
	School:
	     

	campus Address:
	     

	Phone:
	     
	email:        

	Principal Contact if Other than PI: (this may be the student/trainee)

	Last Name:
	
	First Name:
	

	campus Address:
	     

	Phone:
	
	Email:
	


	

	Select the category that describes the proposed research activity:

The exemptions outlined below do not apply to ANY research involving prisoners. Research involving children may be exempt with specific restrictions.  See below:

	 FORMCHECKBOX 

	1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as research on instructional strategies; or research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

	 FORMCHECKBOX 

	2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:

The information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and 

Any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.

This category may not be applied to children, except in the observation of public behavior.

	 FORMCHECKBOX 

	3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, or achievement tests), survey procedures, interview procedures or observation of public behavior:  
Of human subjects that are elected or appointed public officials or candidates for public office; or
Conducted under a Federal statute requiring that the confidentiality of the personally identifiable information be maintained throughout the research and thereafter.

	 FORMCHECKBOX 

Date range of pre-existing data:

     
	4. Research involving the collection or study of pre-existing data sets, documents, records, or specimens, but only if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, either directly or through identifiers linked to subjects [i.e. through use of a key].  If research team does not receive, view or handle identifiable original source data at any point, study may be “not human subject research” (see link above to determine).

Research involving one of more of these existing data sets may require you to obtain, prior to using and/or disclosing identifiable health Information from the existing data set, either HIPAA research subject authorization integrated into the consent form (see”HIPAA” section of  Medical Consent Guidance) or a waiver of a research subject authorization granted by the GWU IRB.

	 FORMCHECKBOX 

	5. Research/demonstration projects conducted by other federal departments designed to study or evaluate public programs, procedures for obtaining benefits or services under those programs, possible changes or alternatives to those programs, or possible changes in methods or levels of payment for benefits under those programs.  

	 FORMCHECKBOX 

	6. Taste and food quality and evaluation / consumer acceptance studies, as long as safe, normal foods are being consumed, and federal guidelines regarding acceptable levels of agricultural chemical or environmental contaminants are adhered to.

	Research Summary (Please see Exempt Instructions to ensure all required information is included in application)

	Research Purpose 
	     

	Study Population 
	     

	Subject Recruitment Methods 
	     

	Methodology (Step-by-step 1,2,3 description of study design)
	     

	Research Specific Risks
	     

	Benefits (to subject and society)
	     

	Data Analysis and Justification of Sample Size
	     

	Confidentiality and Privacy (Include plan for data storage, deindentification, and destruction)
	

	Use of results/findings (plan for dissemination of information)  
	     


	Investigative Team Signatures: My signature indicates that I will respect and protect the rights and welfare of individuals enrolled in this research project.  I will also carry out my responsibilities as Principal Investigator as is outlined in Federal-wide Assurance of Protection for Human Subjects, for which GWU is registered with OHRP/DHHS, and as detailed in GWU HRPP policies & procedures.  I will be guided by the principles contained in the Belmont Report and The Code of Federal Regulations governing research with human subjects (45 CFR 46). I have queried all members of the research team to determine if they have an economic interest in this study as defined by GWU policies. These signatures must be originals and are required for submission.  

	Principal Investigator (Print/Type)      
	Signature


	Date



	Sub-Investigator (Print/Type)      

	Sub-Investigator (Print/Type)      

	Student Investigator/Research Coordinator (Print/Type)      

	Department Chair/Dean Signature: My signature indicates that this project has been reviewed by the appropriate departmental parties, who have judged that 1) there is a scholarly and a scientific justification for the protocol, that the study is feasible, and that the proposed methods are scientifically valid, 2) that the department has made the space and time commitment necessary to carry out the project, 3) that the financial implications of the research have been considered and deemed acceptable to the department and 4) that all ethical principles have been appropriately addressed. 

	Medical, Alan G. Wasserman, MD or Gary Simon, MD, PhD

Non-Medical, Name of Dept. Chair      
	Signature

	Department Affiliation/Campus Location       

	Phone      
	Fax      
	Email      


Please submit to OHR, Ross Hall, Room 613 with all materials identified in the 
IRB Submission Checklist
Recommendation:

· Study Registered as Exempt. Category: _________

· A HIPAA waiver of research subject authorization is justified for this study under 45 CFR 46 164.512 based on the following criteria:

       1.  The proposed uses and disclosures of protected health information (PHI) involve no more than minimal risk to the privacy of individuals. 

       2.  The research could not practicably be conducted without the waiver.
       3.  The research could not practicably be conducted without access to and use of the PHI.

       Please obtain permission from the privacy officer of the health care organization in which you will access protected health information before beginning your research.

· This research does NOT meet the regulatory/institutional requirements for exemption from IRB review. To conduct this research you must complete an IRB submission package for IRB review. For more information on completing a research submission, contact OHR at 202-994-2715. 

_________________________________
           ___________________________________        ___________

Authorized Designee


            Signature



                Date 

This Exempt Registration does not expire nor does it require renewal.  
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