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Exempt Protocol Form
	Before continuing with this form, please note:  
· Use the Exempt Determination Self-Assessment tool to help you decide if your research qualifies for Exempt status. 
· This form MUST be completed in Microsoft Word (desktop or web version).
· Save and submit the document as a Microsoft Word document. 
· An explanation of Exempt research categories, types of research, and limitations for including vulnerable populations is located on the IRB website. 
· If your research does not qualify for Exempt status, you must use a Non-Exempt Protocol Template – do not continue with this form. 


TITLE:  Click or tap here to enter text.
IRB RECORD/PROTOCOL NUMBER:  Click or tap here to enter text.
PROTOCOL VERSION DATE:  Click or tap here to enter text.

Principal Investigator (PI)
Name:  Click or tap here to enter text.
Telephone:  Click or tap here to enter text.
Email:  Click or tap here to enter text.
Key Personnel 
	A “+” will appear to the right of the row when typing. Click the “+” to add additional rows. 

Do not include external/non-CU Boulder study staff in this section. List those individuals in the Working with Other Institutions section. 



	Name
	Role


General Research Staff
	General Research Staff are individuals who are engaged in the conduct of the research but are not Key Personnel (e.g., students who rotate every semester in a lab). These individuals do not need to be named, but their specific responsibilities must be described. These individuals have the same human subjects training requirements (CITI) and Conflicts of Interest reporting (DEPA) as Key Personnel; it is the PI’s responsibility to ensure this training is complete. 

If you have General Research Staff for your protocol, list how many, state training responsibilities, and describe their activities here. For example:

“Four undergraduate/graduate research assistants will assist with this protocol at a time. The PI will ensure appropriate CITI and protocol specific training is maintained and DEPA reporting is conducted annually. General Research Staff responsibilities will include distributing flyers, administering survey instruments, and data entry.” 

IRB staff will make determinations about the appropriateness of General Research Staff responsibilities on a case-by-case basis. 


Will General Research Staff assist with this research?
Click to choose an item
	If YES, describe General Research Staff activities: 
	Enter Text Below:  

Funding
Is this study funded?
Click to choose an item.
If YES, list/describe study funding:
	Enter Text Below:  

Objectives and Significance
State the Research Question(s): 
	Enter Text Below:  

List Hypotheses: 
	Enter Text Below:  

State study Objective(s):
	Enter Text Below:  

Explain the significance of the research (e.g., why is it important, how will it add to existing knowledge):
	Enter Text Below:  

Research Study Design and Procedures
	The Study Design discussion explains “what” data is being collected and should include the following information as applicable:

· The study design and research methods used to meet the study objectives stated above (e.g., survey procedures, open ended interviews, participant observation, benign behavioral intervention, etc.). 
· A description of the individual data collection tools used and what data each collects. Explain whether these are standardized in the field of study or designed for this specific study. 
· If there are multiple participant groups, explain the groups and the data collected from each.
· Describe randomization procedures, if used.
· Indicate how many participants will complete the study and provide the sample size calculation/justification and power analyses. 
· Address how the data will be analyzed in support of your research question, objectives and/or hypotheses (i.e., quantitatively, or qualitatively and what statistical tests are planned), how the interpretation will address the research questions, and how the research will be disseminated.
· Provide the expected duration of the study from the start of recruitment through analysis and study closure.

Note: Data collection instruments (surveys, questionnaires, etc.) must be uploaded with your submission in eRA. 

The Procedures discussion explains “how” the data is collected; it outlines the participant’s experience. Describe, in chronological order, all research activities involving participants using the data collection tools described above. 
The Procedures discussion should include the following information as applicable: 
· Where procedures will take place (in person at “X” location, online via “X” platform, phone call, etc.)
· Include an estimate of the time each participant will spend completing the activities (in minutes or hours), the number of sessions the participant will engage in, and the total length of participation (in days, weeks, months, or years) from the beginning to the end of the study.
· Any plans to conduct audio or video recording of research participants. State whether audio/video recording is optional or mandatory for participation in the research. Note, all recordings are identifiable. You will discuss in the Data Management section how the recording will be stored and any plans to deidentify the recordings.
· If follow-up with participants is planned, discuss the procedures and under what circumstances follow-up will occur.


Study Design:
	Enter Text Below:  

Procedures:
	Enter Text Below:  

About the Participants
Number of participants to be enrolled: Click or tap here to enter text.
Is there more than one participant group? 
Click to choose an item.
If YES, describe each group:
	Enter Text Below:  

	Number to be enrolled in each group: Click or tap here to enter text.
Age range of participants: 
Describe the ethnic distribution of participants. 
	Enter Text Below:  

List the inclusion criteria (criteria that must be met for individuals to be enrolled in the study)
	Enter Text Below:  

List the exclusion criteria (characteristics that would exclude an otherwise eligible individual)
	Enter Text Below:  

Does the research recruit vulnerable populations? 
Click to choose an item.
If YES, check all that apply. (Note: some vulnerable populations cannot participate in Exempt research. See the IRB website for details.)
☐  Minors
☐  Pregnant women
☐  Prisoners
☐  Cognitively impaired individuals
☐  Educationally or economically disadvantaged individuals
☐  Non-English speaking individuals
☐  Members of Native American groups or nations
Does the research involve third party/secondary participant populations? (If primary participants are asked to provide private identifiable information about a family member or other social contact, that person is a third party participant.)
Click to choose an item.
	If YES, explain:
	Enter Text Below:  

Recruitment and Screening Methods
	Guidance for Recruitment can be found here: Advertising and Recruitment

Submit any materials (such as emails, scripts, letters, or flyers) that will be used in this process. 
· Recruitment materials must be approved by the IRB in their final form, including any graphical elements, before they can be implemented. Audio and video recruitment materials should be accompanied by a script; only providing a link is not sufficient.


What recruitment methods will be used in the research? (check all that apply)
☐  Flyer/poster
	Describe location(s) they will be posted.
	Enter Text Below:  

☐  Email
	Describe how you have access to the email addresses.
	Enter Text Below:  

☐  Social media
	List platforms. 
	Enter Text Below:  

☐  In-person
	Describe the in-person recruitment scenario.
	Enter Text Below:  

☐  Third party participant portals (e.g., Prolific, etc.)
	List the service(s) used:  
	Enter Text Below:  

☐  SONA
	☐  Student
	☐  Paid
☐  Other
	Explain/describe:  
	Enter Text Below:  

Will participants be screened for inclusion/exclusion criteria before providing informed consent (Pre-screening)?
Click to choose an item.
If YES, describe how the pre-screening will take place and by whom (e.g. phone call with study staff, a link to questionnaire included in recruitment materials, etc.)
	Enter Text Below:  

Compensation
	Compensation can be calculated on an hourly basis or an amount can be allotted per visit, assessment, etc. Use the calculation that is easiest for you to use and participants to understand.


Will participants be compensated?
Click to choose an item.
If YES, explain/describe: 
	Amount (Include hourly rate, visit rate, and study total if applicable.)
	Enter Text Below:  

	In what format will compensation be provided? (Cash, gift card, check, etc.)
	Enter Text Below:  

	When and how will compensation be provided?
	Enter Text Below:  

How/why is the compensation method and amount appropriate for the participant population and study activities?
	Enter Text Below:  

Consent
	Depending on the populations being studied, multiple versions of the informed consent/assent/parent permission forms may be needed (e.g., screening, study participation, multiple phases, multiple study groups, assent form for minors of different age groups). If different forms will be used, they should be identified here.


How will consent be obtained?
☐  In person with a signed consent form
	Where will the consent process take place?
	Enter Text Below:  

	Who will obtain informed consent?
	Enter Text Below:  

☐  Remote with verbal consent
	Where will the consent process take place?
	Enter Text Below:  

	Who will obtain informed consent?
	Enter Text Below:  

☐  Included at the beginning of a survey with “click to consent” option.
Describe the steps that will be taken to minimize the possibility of coercion or undue influence.
	Enter Text Below:  

If the research involves minors, describe how Assent will be obtained from minors and Parent Permission will be obtained. See the HRP-211 Initial Application/Appendix for Minors for one parent providing permission information. 
	Enter Text Below:  

If applicable, describe the process for obtaining informed consent for participants who do not speak English. Discuss the qualifications of the consent form translator. Include the translated consent form(s) in your submission. 
	Enter Text Below:  

Will students/subordinates of the Principal Investigator be enrolled?
Click to choose an item.
	If YES, explain how coercion will be avoided when enrolling this population. 
	Enter Text Below:  

	If the research involves deception or incomplete disclosure, participants must consent to the deception, and they must be debriefed at the end of their participation. The consent form must explain that the purpose of the research or an aspect of the research is being withheld from participants. Your debriefing must include confirming the participant continues to consent to the research. Submit the debriefing form or script to the IRB for review. 


Does the research involve deception?
Click to choose an item.
	If YES, explain why the deception is necessary.
	Enter Text Below:  

Data management
	This section addresses the regulatory requirement for Limited IRB Review of certain Exempt categories. 

Confidentiality is about information/data or specimens. It refers to the handling of information/data or specimens that a person has disclosed or provided in a relationship of trust, with the expectation that it/they will not be disclosed to others without permission.

Key Terms:
Identifiable – data/specimens will be directly labeled with personally identifiable information. 
Coded – data/specimens will be labeled with a code that the research team can link to personal identifying information. 
Deidentified – data/specimens will not be labeled with any personal identifying information, nor with a code that the research team can link to personal identifying information.

If portable devices or media (e.g., laptops, mobile devices, etc.) must be employed for data collection and/or storage, note:
· Loss or theft should be addressed in the Risks section. 
· Loss or theft of a device containing identifiable or sensitive information – even if temporary – must be reported to the IRB (via eRA as a Reportable Event).
· Do not store data on portable devices long-term. Data must be saved to a CU Boulder server and accessed remotely using VPN as soon as possible.


What identifiers will be collected? 

☐  None
☐  Name
☐  Address
☐  Telephone number
☐  Email address
☐  Social security number
☐  Date of Birth
☐  Medical, student, or employee ID numbers
☐  Bank account/Credit card numbers
☐  Vehicle ID/license plate numbers
☐  Personal websites
☐  IP Address
☐  Fingerprint/Voiceprint
☐  Full face images (still or video)
☐  Audio recordings

Will the data be coded? 
Click to choose an item.
If YES, describe how the key to the code will be stored.
	Enter Text Below:  

	Describe how and when the data will be deidentified (by deleting the key to the code).
	Enter Text Below:  

	If NO, explain why the data cannot be coded. 
	Enter Text Below:  

Describe how and when the data will be destroyed.
	Enter Text Below:  

Will any hard copy data be collected (e.g., signed consent forms, paper copy questionnaires, etc.)?
Click to choose an item.
If YES, describe the hard copy data and how it will be stored (e.g., locked cabinet/office, data will be deidentified or coded by study team before storage, etc.).
	Enter Text Below:  

Will any electronic data be collected (e.g., online surveys, hard copy data transcribed to electronic platform, etc.)?
Click to choose an item.
If YES, describe the storage safeguards (e.g., files will be password protected, encrypted, on a secure network, etc.).
	Enter Text Below:  

Describe safeguards for devices used to access study data, e.g., password access, automatic log-off.
	Enter Text Below:  

Will portable devices or media (e.g., laptops, mobile devices) be used for data collection or storage?
Click to choose an item.
If YES, describe how any confidential information on portable devices/media will be encrypted. Also see the notes above. 
	Enter Text Below:  

Will data collection be audio-recorded?
Click to choose an item.
	If YES, describe how recordings will be maintained.
	Enter Text Below:  

Explain what will happen to the recordings at the end of the study (i.e., redacted transcription, deleted, etc.). 
	Enter Text Below:  

Will data collection be video recorded?
Click to choose an item.
	If YES, described how recordings will be maintained. 
	Enter Text Below:  

Explain what will happen to the recordings at the end of the study (i.e., redacted transcription, deleted, etc.). 
	Enter Text Below:  

Will unconsented individuals be included in the recordings?
Click to choose an item.
If YES, describe how the images of unconsented people will be removed from the recordings (e.g., obscuring faces/voices).
	Enter Text Below:  

Future Use of Data
Will identifiable or coded data be stored for future research or shared with other researchers?
Click to choose an item.
If YES, participants must give permission for their identifiable/coded data to be used for future research. Contact the IRB (irbadmin@colorado.edu) for specific instructions regarding this process. Do not submit this form until you have discussed your future data use plans with the IRB.  
Describe the future use process discussed with the IRB. 
	Enter Text Below:  

Provisions to Protect the Privacy Interests of Participants 
	This section addresses the regulatory requirement for Limited IRB Review of certain Exempt categories. 

Privacy is about people. It refers to research participants’ willingness to allow access to themselves and their information. Additionally, privacy involves protecting the research participants’ right to control the information being collected, used, and shared with others. Consideration of privacy includes the time and setting where private information is obtained, the nature of the information collected, and who receives and uses the information.

Consider the following:
· Research procedures should be conducted in a private setting whenever possible.
· Data should be captured and reviewed in a private setting.
· Only authorized research study personnel should be present during research related activities.
· Only authorized research study personnel should have access to research data.
· The information collected must be limited to the amount necessary to achieve aims of the research.


Describe any applicable impact that the study or study procedures may have on participants’ privacy interests. (See considerations above.)
	Enter Text Below:  

Describe the steps that will be taken to protect participants’ privacy interests, when applicable. (See considerations above.)
	Enter Text Below:  

Risks to Participants
List the risks, discomforts, hazards, or inconveniences to the participants. Consider physical, psychological, social, legal, and economic impacts. (Also see the note regarding portable devices/media in the Confidentiality section above.)
	Enter Text Below:  

For each risk/discomfort, indicate the probability, magnitude, and expected duration.
	Enter Text Below:  

Management of Risks
Describe how each risk listed in the previous section will be minimized. 
	Enter Text Below:  

Potential Benefits
Are there direct benefits to participation? 
Click to choose an item.
	If YES, describe the potential benefits.
	Enter Text Below:  

Discuss the benefits to society and the importance of the knowledge gained. 
	Enter Text Below:  

Cost to Participants
Will participants incur any costs associated with the research (e.g., gas, parking, etc.)?
Click to choose an item.
	If YES, describe the costs associated with participation. 
	Enter Text Below:  

Working with Other Institutions
Will this research be conducted at any other college or university? 
Click to choose an item.
If YES, complete the table below. Click the “+” that appears to the right of the row when typing to add additional rows.   
	Institution
	Local PI Name
	List study procedures that will occur


Are there any personnel not affiliated with CU Boulder or any other college or university working or collaborating on the research?
Click to choose an item.
If YES, complete the table below. Click the “+” that appears to the right of the row when typing to add additional rows.
	Name
	Role
	List the research activities they will perform.


References
	While references are not required, if you have cited outside sources in this document, list them here. 


	Enter Text Below:  
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