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EXEMPT RESEARCH PROTOCOL
(v.27AUG25)

[bookmark: _Int_17x3i5gj]This template is intended for studies that meet the criteria for exemption. Your research involving human subjects must fall into one or more of the exemption categories to qualify. For your reference, the categories most commonly applied to research at George Mason are listed on the next two pages. For the full list of Exempt categories and their criteria, refer to the Exempt Review Guidance. 


How to use this template:
1. Determine whether this template is appropriate for your study using the information on pages 2-3 and the Exempt Review Guidance as needed. If the template is appropriate, proceed with completing the template.
If your does not fit into one or more of the Exempt categories, you must use either the Social and Behavioral or Biomedical Protocol templates.
2. Every section of the template must be completed. If a question/prompt does not apply, enter “N/A”.
3. Throughout the template are IRB Tips. Refer to these for additional explanation and context for the related sections.
4. Respond to the questions/prompts clearly and completely.
5. Contact the IRB (irb@gmu.edu) if you have any questions.



Most Commonly Applied Exemption Categories at George Mason University

	1.
	Education Research

	a. This is a research activity conducted in established or commonly accepted educational practices.
b. This research involves normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instructions, such as an evaluation of an educational practice, or an assessment of program designed to assist instructors with classroom management.
May include minors if the research meets other criteria.

	2.
	Minimal Risk Interactions

	a. This research only includes interactions involving educational tests (e.g., aptitude, diagnostic, cognitive, or achievement), survey procedures, interview procedures, or observation of public behavior. This can include visual or auditory recordings.
b. The research must protect privacy by:
i. Recording the information in such a way that the identity of any participants cannot be ascertained readily (either directly or indirectly); OR
ii. Ensure that any disclosure of the responses outside the research would not reasonably place any participants in danger, facing criminal/civil liability, or be possibly damaging to the participants’ financial standing, employability, educational advancement, or reputation; OR
iii. Have other adequate provisions to protect the privacy of participants and to maintain the confidentiality of data.
May include minors if it is limited to educational tests and observation of public behaviors where the investigator does not participate in the activity being observed.

	3.
	Benign Behavioral Interventions

	a. This can involve behavioral interventions in conjunction with the collection of information through verbal or written responses or audiovisual recording.
b. Cannot include data gathering with devices (EEG, ECG, MRI, etc.).
c. Participants must all prospectively agree to the behavioral intervention/recording.
d. Must be brief in duration, harmless, painless, not physically invasive, and not likely to have a significant adverse lasting impact on the participants (e.g., playing a game online, solving a puzzle under various levels of noise conditions, or decision-making such as dividing an amount of cash between themselves and another person).
e. The investigator has no reason to think the intervention will be embarrassing or offensive to participants.
f. The research must protect privacy through:
i. Recording the information in such a way that the identity of any participants cannot be ascertained readily (either directly or indirectly); OR
ii. Ensure that any disclosure of the responses outside the research would not reasonably place any participants in danger, facing criminal or civil liability, or be possibly damaging to the participants’ financial standing, employability, educational advancement, or reputation, OR
iii. Have other adequate provisions to protect the privacy of participants and to maintain the confidentiality of data.
g. The research cannot involve deceiving the participants regarding the nature or purposes of the research unless the participant has been informed, they will be unaware or misled regarding the nature and/or purpose of the research.
May not include minors.

	4
	Secondary Research without Consent

	a. This is for research that involves the use of either identifiable private information or identifiable biospecimens.
b. This information or biospecimens must meet one of the following criteria:
i. Publicly available; OR
ii. Recorded in such a way that the identity of the participants cannot readily be ascertained, the investigator will not contact the participants, and the investigator will not re-identify the participants; OR
iii. Involves only information collection and analysis involving the investigator’s use of identifiable health information when the use is regulated under §§45 CFR 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR §164.501 or for “public health activities and purposes” as described under 45 CFR §164.512(b).
iv. The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information provided for non-research activities and meets specific criteria if there is identifiable information to be generated.
May include minors if other criteria are met






EXEMPT RESEARCH PROTOCOL
(v.27AUG25)

PROTOCOL TITLE: [Enter Complete Study Title]

VERSION DATE: [Enter Protocol Version Date]

PRINCIPAL INVESTIGATOR: [Enter PI/Faculty Advisor Name]

	IRB TIP

	Note that undergraduate and graduate students are not allowed to be the Principal Investigator on a research study (see University Policy 4012). Adjunct faculty members, affiliate faculty members, part-time, fixed-term faculty, and post-doctoral fellows may only serve as Principal Investigator with the permission of their Dean or Department Head on a case by case basis. 



	Is this study part of a dissertation or thesis?
	Yes ☐
	No ☐

	Is this study part of a capstone project?
	Yes ☐
	No ☐

	Is this study an assignment for a class?	
	Yes ☐
	No ☐

	If yes, what class? [Enter Course Number]



	1.0 STUDY PURPOSE AND RATIONALE


1.1 Describe the purpose of your study. Include a description of your objectives, aims, and/or research question/hypothesis being tested. (500 words or less)
[Enter your response]
1.2 Is there an intent to generalize the findings of this research to others beyond this study? ☐ Yes ☐ No
Explain your selection (i.e., why the findings will or will not be generalizable): 
[Enter your response]

	IRB TIP

	Generalizable knowledge means: The information gained from the research is expected to expand the knowledge base of a scientific discipline or other scholarly field of study and yield one or both of the following:

· Results that are applicable to a larger population beyond the site of data collection or the specific subjects studied
· Results that are intended to be used to develop, test, or support theories, principles, and statements of relationships, or to inform policy beyond the study



	[bookmark: _Hlk207203332]2.0 PARTICIPANT RECRUITMENT


2.1 Describe the recruitment process for the study. Include when, where, and how potential participants will learn about the study and be asked to participate. Explain the strategies and materials that will be used. If a screener will be used to determine participant eligibility, describe that here.
[Enter your response]
	3.0 CONSENT PROCESS


3.1 Describe the process you will use to obtain informed consent (written, verbal, online, etc.) from participants, including where and when the consent process will occur. If you will obtain consent in different ways for different participant groups or study phases, describe the consent process that you will be using for each participant group or study phase.
[Enter your response]
	4.0 STUDY PROCEDURES


4.1 Complete the table below and identify all the study procedures that will be conducted in this study:
	Check any applicable boxes:

	☐ Normal Educational Practices
	☐ Taste and Food Quality

	☐ Surveys
	☐ Educational Tests

	☐ Interviews
	☐ Benign Behavioral Interventions

	☐ Observation of Public Behavior
	☐ Secondary Use of Data or Specimens

	☐ Deception
	☐ Focus Groups


4.2 Describe the study procedures in detail (i.e., what the participants will be asked to do), including the expected duration of each procedure. If there is no participant interaction (e.g., observation of public behavior), describe the location(s) where observations will take place and what information will be recorded/collected by researchers.
[Enter your response]
4.3 If the study involves interviews or focus groups, provide the following information:
· Where the interviews or focus groups will be conducted
· If virtual, what platform will be utilized
· Whether the interactions will be transcribed and/or recorded
· If the interactions will be recorded, whether both audio and video will be recorded and at what point the recording will be destroyed
· What device will be used to make the recordings (Note: if collected on a non-GMU owned device, recordings must be transferred to GMU-operated server as soon as possible)
[Enter your response]
	5.0 STUDY POPULATION


5.1 Provide the inclusion and exclusion criteria for the study populations that will be targeted for enrollment or data collection.
[Enter your response]
5.2 Does your study population include children under the age of 18?  ☐ Yes  ☐ No 
5.3 Enrollment Targets

	How many participants will be enrolled? 
	[Enter numerical response or N/A if using pre-existing data]

	If obtaining pre-existing records for secondary analysis, how many subject records will be obtained or received? 
	[Enter numerical response or N/A if not using pre-existing records]

	If obtaining pre-existing biological specimens for secondary analysis, how many subject specimens will you receive?
	[Enter numerical response or N/A if not using pre-existing biological specimens]




	6.0 STUDY LOCATION


6.1 List the locations where the research will take place. 
· If study procedures are taking place in person, list physical location(s)
· If study procedures are taking place virtually, list platforms (e.g., Zoom, Qualtrics, etc.)
[Enter your response]
6.2 Will this research occur at an external or non-GMU entity?  ☐ Yes  ☐ No
If yes, you may need to provide a site authorization or permission document if the research is taking place in an external or non-GMU location.
	7.0 STUDENT EDUCATIONAL RECORDS / FERPA                                        
 ☐ N/A



<<Complete this section ONLY if you are accessing student records for the purpose of this research. If not, check N/A above.>> 

	IRB TIP

	A student education record is defined as any records that are directly related to a student and that are maintained by an educational agency, institution, or by a party acting for or on behalf of the agency or institution (e.g. class rosters, assignments, grades, test scores, classroom artifacts)



7.1 Complete the table below

	Details 
	Yes
	No
	N/A

	The research will involve accessing identifiable student education records for research purposes.
	☐
	☐
	☐

	Written student consent will be obtained prior to accessing/using student education records for this research. Note: FERPA allows electronic consent, but this requires reliable authentication of the person providing consent and verification of the signature’s integrity.
	☐
	☐
	☐

	Students will be provided with a signed copy of the consent document that discloses: 
· the student education records that will be disclosed, 
· the purpose of the disclosure, and 
· the party or class of parties to whom the disclosure will be made prior to their participation in the research.
	☐
	☐
	☐

	Education student records will be de-identified before being provided to the investigator by the authorized office or affiliated instructor. 

List Office or Instructor: [Enter your response]

	☐
	☐
	☐

	The researcher intends to utilize information George Mason University has designated as directory information to recruit research participants. 
	☐
	☐
	☐

	List all the data points you are obtaining or requesting from student education records: [Enter your response]




	8.0 RISKS AND BENEFITS


8.1 Describe the reasonably foreseeable risks, discomforts, hazards, or inconveniences related to the participant's participation in the research. Describe the likelihood that each of the risks will occur and what steps will be taken to reduce the likelihood and/or severity of the risks.
[Enter your response]
8.2. Describe any benefits related to the research. Do not include incentives or compensation as a benefit. It is often the case in low-risk research that there will be no direct benefit to participants, but there may be societal or scientific benefits to consider.
[Enter your response]
	IRB TIP

	When describing the risks and benefits of research participation, you only need to include those that are related to the study procedures themselves, as opposed to risks and benefits related to non-research related factors.
For example, let’s consider a study in which researchers will survey students at a local yoga studio to assess whether regular yoga practice has a positive impact on mental health. The survey is optional, and it is expected that only a portion of the students at the yoga studio will consent to be in the study.
The risks and benefits to include in the protocol should only be those directly related to the research procedures (the survey) versus the risks and benefits related to taking a yoga class since taking yoga classes is not part of the study procedures.



	9.0 PARTICIPANT COMPENSATION


9.1 Describe any compensation that will be provided to participants. This includes any item of value given to participants to compensate them for their time and effort (e.g., cash, gift cards, course credit, swag, etc.). Address following information as applicable:
· Describe the specific form(s) of compensation (e.g., cash, gift card, course credit, etc.)
· When and how the compensation will be provided
· Whether partial compensation is available if the participant does not complete the study
· If attention checks are used in a survey, advise how many checks will need to be passed to receive compensation
· If course credit, describe the non-research alternative to participation
[Enter your response]
	10.0 PERSONALLY IDENTIFIABLE INFORMATION


[bookmark: _Hlk174365769]10.1 Complete the table below. If you have a data collection document or spreadsheet that includes the variables you will collect, it should be provided as a Word or PDF document with your RAMP submission.
	Identify all personally identifiable information (PII) or protected health information (PHI) you will receive, collect, or record even if you plan to anonymize the data or specimens.
Check any applicable boxes.

	☐ None
	☐ IP addresses

	☐ Names
	☐ Dates of birth

	☐ Email addresses
	☐ Zip Codes

	☐ Phone numbers
	☐ Social security numbers

	☐ Medical record numbers
	☐ Student or employee numbers

	☐ PHI
	☐ Web URL

	☐ Other; Describe: 




	11.0 PARTICIPANT PRIVACY AND CONFIDENTIALITY


11.1 Describe the plan for protecting participant privacy. Privacy refers to a person’s desire to control the access of others to themselves. Some examples may include conducting the research in a private room or limiting the collection of sensitive information to the minimum necessary to achieve the aims of the research.
[Enter your response]
11.2 Describe the plan for ensuring data confidentiality, including data storage and retention. Discuss:
· Where and how the data will be stored (specific servers, encryption, password protection, individuals with access). 
· The plan for data retention after the study has been completed. Note: data must be kept a minimum of 5 years (or 6 years for studies involving HIPAA regulated PHI) after study completion or as required by study sponsor. 
[Enter your response]
11.3 ☐ Check here to confirm that data will be maintained and stored in accordance with George Mason’s Data Classification and Storage Policy. 
	IRB TIP

	As a reminder, be sure to upload all additional materials supporting your protocol to their corresponding locations in the ‘Local Site Documents’ in RAMP. 

This may include, but is not limited to:
· Data collection instruments
· Letters of support/permission
· Debriefing forms
· Data use agreements
· Conflict of Interest (COI) management plans
· Data security plans
· Recruitment materials (i.e., flyers, social media posts, etc.)
· Consent forms/information sheets
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