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	Section II. Investigator and Team Contact Information 

	IRB#
	Admin Use Only     
	Version Date:
	03/24/2008

	Type of HIPAA Authorization Requested:
	 FORMDROPDOWN 


	

	Protocol Title AND SPONSOR:

	Example Submission for Exempt Research, unfunded


	Principal Investigator Information (must be faculty or staff)

	Last Name:
	Researcher
	First Name:
	Jane
	Degree: PhD

	Department
	Educational Leadership
	School:
	GSEHD

	campus Address:
	2134 G Street, NW, Suite 275

	Phone:
	202-994-XXXX
	email: XXXX@GWU.EDU address  


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

	Last Name:
	Researcher
	First Name:
	Joseph

	campus Address:
	2134 G Street, NW, Suite 275

	Phone:
	202-994-XXXX
	Email:
	XXXX@GWU.EDU address  


	Section III. EXEMPT Research Categories:

	Select the category that describes the proposed research activity:

The exemptions outlined below do not apply to ANY research involving prisoners, fetuses, pregnant women, human in vitro fertilization or FDA regulated products.  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, or achievement tests), survey procedures, interview procedures or observation of public behavior if:
The information is gathered in such a manner that subjects cannot be identified, either directly (such as if you use photographs, video tapes, or voice recordings) or indirectly through identifiers (e.g., codes) linked to individuals; and
Any disclosure of the subjects’ responses outside of the research will not be damaging to the subject in any way (i.e., subject him/her to criminal or civil liability, damage financial standing, reputation, etc).

	 FORMCHECKBOX 

	3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, or achievement tests), survey procedures, interview procedures or observation of public behavior:  This category may not be applied to children, except in the 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 

	4. Research involving the collection or study of 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.  

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 a HIPAA research subject authorization 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.

	Section IV. Research Summary (Indicate in each section below how this research is consistent with the selected  category. Please refer to the provided instruction sheet to ensure all required information is submitted to OHR):

	Purpose: 
	The purpose of this study is to evaluate the opinions of {XXXX} on {XXXX}.

	Methodology: 
	Example for survey research:

The objective of the study is to better understand student beliefs concerning {XXXX}.  In order to do so I am going to administer a survey to students at GWU.   The surveys will take approximately 20 minutes to complete and they will be passed out during classes taught within the psychology and sociology departments.  They do not collect any sensitive information, they will only collect age, race, sex, major in school, and level within school (freshmen, sophomore, etc.) as well as answers to questions on a Likert scale regarding {XXXX}. 

The professor will leave the room and I will read the attached recruitment script to the students prior to handing out the survey.  An information sheet will be attached to the anonymous survey to inform the subjects of their rights as research participants.  They will be instructed to not put their name on any of the materials in order for all answers to remain anonymous. I will then instruct them to drop the surveys in a box which will be located outside the classroom on their way out and I will inform them I will return in 2 hours to collect the surveys.  I will also instruct them to drop their surveys in the box even if they choose not to participate, with the option to leave the survey blank or write “VOID” across the survey if they did not complete it, to ensure no one knows who did and who did not complete the survey.  Permission letters are included in this submission from the teacher(s) who are allowing me to enter their class and conduct my research with their students.
Example for retrospective data and records based research:

The objective of this study is to better understand {XXXX}.  In order to do so I will be reviewing data collected by {name of entity or organization} from {DATE} to {DATE}.  There is a site permission letter attached which includes a list of all data points which will be released by the institution.  (OR, if reviewing medical records – There is a waiver of research subject authorization included which has been signed by the privacy officer at the GW Hospital). I will receive the information and/or record the information in such a way that subjects cannot be identified.  I will ensure this by only recording the following data points: {LIST}

	Study Population: 
	*Research involving prisoners, research involving interaction with children (not observation only) AND  research related to FDA drugs/devices DOES NOT qualify for exempt review.
Example:
My study population will include any student participating in the classes I have permission to recruit from. Both males and females will be included and no one will be excluded based on ethnicity or race, school status (freshmen, sophomore, etc.) or socioeconomic status.
Example for retrospective data and records based research:

My study population will include males who have undergone treatment for prostate cancer at GW Hospital between {GIVE DATES}. Because this study is focusing on prostate cancer, only males will be included in this study, and non one will be excluded based on race, ethnicity or socioeconomic status.

	Research Specific Risks: 
	Example:

There are no physical risks associated with this study, but there is a possible risk of loss of confidentiality or privacy of the subjects. However, since this is an anonymous survey, no identifiable information will be collected. The specific procedures for maintaining confidentiality and privacy are outlined below in that section.
Example for retrospective data and records based research:

There are no physical risks associated with this study, but there is a possible risk of loss of confidentiality or privacy of the subjects. However, no identifiable information will be collected or recorded from the medical record so all information will remain anonymous. 
-OR, if receiving data points from database: The only data points received from {name of organization or database} will be {LIST DATA POINTS}, therefore, no identifiable information will be released. Please see the attached site permission that also affirms that all data released will be de-identified and anonymous. The specific procedures for maintaining confidentiality and privacy are outlined below in that section.

	Uses of data: 
	Example:

Only the researchers will have access to the data, and since no identifying information was collected in this study, there will not be any identifying information used in any publications, including GWU not being named as the institution where research took place. At the completion of the study, the surveys collected will be disposed of by shredding them. 

	Subject Recruitment: 
	Example for survey research:
I will use a recruitment script, which is attached, that will be read to the students in class. It will give a brief description of the study including purpose, time commitment and any risks. They will also receive an information sheet with the survey that will describe the study in more detail. Site permissions from the teachers of the classes I will be using are attached.
-or-
Flyers will be posted around the GWU campus (see attached) which will list the general premise of the study as well as my contact information for interested individuals.

Example for retrospective data and records based research:

I am using off-the-shelf data on 1000 subjects provided by {XXXX} on their webpage {XXXX}. 
-or-

I am receiving data from the University of Pennsylvania on 1,000 subjects.  See attached permission letter which indicates what data will be provided.  

	Justification of Sample Size: 
	Example for survey research (NOT ONLINE):  
I will recruit 100 subjects to take this survey from various psychology and sociology classes.  This will be an adequate number of subjects to answer my research question.  Any less than this number would invalidate the data, and more than that will not be necessary at this point in time to answer the research question. I intend to use the following statistical methods (if any): LIST.
Example for survey research (ONLINE):

The target number of participants I will need in order to answer my research question is 100, however, since the survey will be conducted online more or less people may participate depending on the response rate and interest. The following statistical methods will be used to analyze the data (if any): LIST

Example for retrospective data and records based research:  
I will receive data on 1000 subjects provided by {XXXX}.  This will be an adequate number of subjects to answer my research question.  Any less than this number would invalidate the data but I believe that enrollment of more subjects would be unnecessary.  I intend to use the following statistical methods: LIST.

	Confidentiality and privacy for the subjects: 
	Example:  
The data will be stored in a locked filing cabinet in the PI’s office.  It will then be transferred to my personal computer and password protected.  The paper files will be destroyed once this procedure is complete.  Once the research is complete the data set will be deleted.  
Example for retrospective data and records based research:
The data will be collected in such manner that subjects cannot be identified.  The only information I intend on extracting from the records is the subject’s sex, age, race, number of hospitalizations and any treatment related information from the record (i.e., blood test results, x-rays, CT scans, etc.). This information is not enough to identify the research subject.  There are no codes in existence which will allow the researcher to link the data back to the subject.


	Attestations and Required Signatures

	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)  Jane Researcher, Phd
	Signature

Jane Researcher 
	Date

9/12/2007

	Sub-Investigator (Print/Type)      
	Signature
	Date

	Sub-Investigator (Print/Type)      
	Signature
	Date

	Student Investigator/Research Coordinator (Print/Type)

Joseph Research, Phd
	Signature
Joseph Researcher
	Date
9/12/2007

	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. 

	Chair/Dean Name (Print/Type) Chair of Department
	Signature 
Chair of Department

	Department Affiliation/Campus Location       

	Phone      
	Fax      
	Email      

	Additional Department Chair Signatures (if applicable)

	Chair/Dean Name (Print/Type)      
	Signature

	Phone      
	Fax      
	Email      


List attachments (site permission letter, flyer, etc.): Information Sheet Version xx/xx/xxxx, Site Permission Letter Dated xx/xx/xxxx, Flyer Version xx/xx/xxxx, Survey Version xx/xx/xxxx, Waiver of Research Subject Authorization Dated xx/xx/xxxx
Please submit to OHR, Ross Hall, Room 613.
OHR OFFICE USE ONLY!                                             OHR Trans: #________
Recommendations:

· Study Registered as Exempt. Category: _________

· A HIPAA Waiver of Research Subject Authorization is approved for this study. Please obtain permission from the Privacy Officer of the organization in which protected health information will be used.

· 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. 

· This activity is NOT human subject research, and does not require exempt registration or IRB approval.

_________________________________
           ___________________________________        ___________

IRB Chair/Designee


            Signature



                Date 

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

Reporting Proposed Changes in Research

This exempt from IRB review determination only applies to the protocol, as currently proposed.  Therefore, if there are any proposed changes to this exempted study, e.g., protocol, data gathering instruments, type of information being accessed or disclosed, etc., the changes must be reviewed by the GWU IRB PRIOR TO implementation.  Such a review will be limited to determining whether the proposed changes result in the study requiring IRB review and approval, or new exemption determination. 
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