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Cycle 2 Exempt Modification Self-Determination Form
Instructions
This form may be used in the EDD program for Cycle 2 modifications of action research studies, where the modification adds an action step that is informed by findings from Cycle 1 and designed in direct response to those findings. 
This form is to be completed by the Principal Investigator (PI) and student investigator and retained with the research team’s study records. Contact the Department of Human Research (DHR) with any questions at IRBreview@northeastern.edu or call into the Drop-In Hours.
If the PI is able to attest to all criteria below, the changes may be implemented without DHR review. 
Do not send this form to the DHR; retain it in your files.
The PI and student investigator are encouraged to discuss any unmet criteria and consider ways to adjust the procedures or materials in order to meet the criteria.
If the PI is unable to attest to all of the criteria below, then the changes must be submitted as a Modification and reviewed by the DHR prior to implementation. This form does not need to be included with your submission; complete a Modification Form and submit it along with all new and revised materials. 
The research team is responsible for maintaining clear, complete documentation of all implemented changes in a manner that is readily auditable by the DHR upon request.  Retention should follow Northeastern’s record retention policy and security requirements as well as the IRB’s record retention policy. The PI is responsible for ensuring that materials are accessible after the student investigator leaves Northeastern, to the extent required by the previous policies.
Study information
	Faculty PI Name
	

	Student Investigator Name
	

	Study Title
	

	IRB #
	


Summarize all changes that are being made:
	


Current exemption status:
	
	Yes
	No

	1. The initial review letter (and any subsequent letters from the IRB) study lists the review type as “Exempt.” (Letters do NOT include the words “Expedited” or “Full Board.”)
	
	

	2. The IRB letter(s) does NOT include the words “Limited IRB Review.”
	
	


Answer all of the following questions based on what you are adding or changing with this modification. If you have any questions about activities that were previously approved for Cycle 1, contact the DHR to discuss.
Exemption categories
	
	Yes
	No

	1. All data will be collected via verbal or written responses (e.g. interviews, surveys, educational tests,  data entry, etc.) and/or video or audio recording (e.g. video recording someone complete the intervention). 
There are NO other means of data collection or access.
	
	

	2. All data will be collected through interactions and/or interventions. 
NO non-research data or information will be collected or accessed at any point (e.g. academic records like grades or assignments, employment files, clinical or counseling records, program participation logs, institutional administrative data, previously-collected survey or assessment datasets from another project).
	
	

	3. Data to be collected and questions to be asked have NO potential to:
A. Be damaging to a participant’s reputation or employability OR
B. Place a participant at risk of criminal or civil liability OR
C. Be damaging to a participant’s financial standing or educational advancement
Examples: eliciting responses that could be critical of colleagues or supervisors; critical of any aspects of participants’ workplace or other affiliated institutions; could potentially reveal a lack of knowledge or professional expertise that is relevant to their professional standing; or could reveal employees are not following workplace policies. 
	
	

	4. Copies of all data collection materials have been reviewed by the PI and will be retained by the PI. This includes copies of all survey questions, interview questions, focus group prompts, checklists, charts, etc.
	
	


Cycle 2 Action Steps as Interventions
Most Cycle 2 action steps fall under the IRB’s definition of “interventions.” 
For the purposes of this form, an intervention includes any new or changed processes that you will implement for research purposes.
Common examples in Cycle 2 include delivering an educational presentation, changing an educational technique, instituting a new or changed administrative process, creating a support group, etc. These may take place in various settings, such as a school, a community of practice, another type of organization, or a looser collective.
If a process change is only being implemented because you’re doing a research project, then it is considered a research intervention.
	Based on the definition above, are you adding or changing an intervention?
	Yes – complete this entire section
	

	
	No – skip to the next section 
	



	
	Yes
	No

	5. The interventions are brief in duration:
A. Each intervention session participants will be asked to take part in is no more than 2 hours, AND
B. There will be 5 or fewer intervention sessions for any given participant, AND
C. The cumulative duration of all intervention sessions will be no more than 10 hours total for a given participant. This includes ALL interventions, not only those being added in this round of changes. AND
D. The overall window of time for a given participant’s involvement (i.e. time between their first intervention session and their last) is no more than 4 months.
	
	

	6. The intervention is harmless.
	
	

	7. The intervention has NO physical component. 
Viewing audio/visual materials and filling out surveys, questionnaires, etc. do NOT count as physical components.
	
	

	8. The intervention is NOT likely to have a significant or lasting negative impact on any participants.
	
	

	9. There is NO reason to think any participants would find any aspects of the intervention offensive (e.g. controversial materials) or embarrassing (e.g. public feedback). 
Examples of potentially offensive or embarrassing topics for intervention materials: politics, race relations, abortion, immigration, violence, diseases or disorders (physical, mental, or emotional), illegal behavior. 
	
	

	10. There is NO deception as part of the intervention. Participants are clearly and fully informed of all aspects of the intervention and the purpose of the research prior to participation, via an exempt information sheet.
	
	

	11. A complete plan for all participant interventions has been reviewed by the PI and will be retained by the PI. This includes timing of all activities, the content of all activities, and the length of all activities.
	
	

	12. Copies of all intervention materials have been reviewed by the PI and will be retained by the PI. This includes copies of all presentations, discussion guides, flowcharts, videos, checklists, readings, videos etc. that will be distributed or presented to participants.
	
	


Recruitment
	
	Yes
	No

	13. NU faculty will NOT recruit students from their classes. (Institutional policy requires DHR approval for NU faculty to recruit their students.)
	
	

	14. The PI has reviewed the recruitment methods and consent procedures and determined that any potential for real AND perceived coercion and undue influence is mitigated. 
Coercion: explicit or implied threat of negative consequences for refusing. 
Undue influence: excessive reward for participating. 
Existing relationships are a common source of perceived coercion and undue influence, e.g. recruitment of the researcher’s students, colleagues, etc. 
Refer to DHR’s guidance on “Recruiting and Enrolling Your Students” and “Research involving employees, colleagues, and/or subordinates” for example mitigation strategies, such as passive recruitment and anonymous participation processes that keep the researcher from knowing who chose to participate.
	
	

	15. All new recruitment materials have been reviewed by the PI and will be retained by the PI. This includes verbal recruitment scripts; email templates; social media templates; language for other online postings; flyers; etc.
	
	

	16. Recruitment materials clearly convey that the activity is research.
	
	

	17. Recruitment materials provide a reasonable description of activities considering the length and medium of the materials. All details are consistent with the other study materials.
	
	

	18. If the new recruitment materials include information about compensation and/or benefits of participation, this information is NOT emphasized (i.e. the text is NOT bolded, larger than the other text, a different color, or otherwise made prominent).
	
	


Exempt information sheet
Exempt research is expected to use an information sheet to inform prospective participants about the research before asking for their agreement to participate. A template for the exempt information sheet can be found on https://dhr.research.northeastern.edu/forms-guidance/templates/ .
	
	Yes
	No

	19. A new information sheet will be used for all new procedures.
	
	

	20. The PI has reviewed the plan for ensuring participants will review the information sheet and have the opportunity to have their questions answered before agreeing to take part in any of the added activities. A copy of this plan will be retained by the PI.
	
	

	21. A copy of the new information sheet(s) will be retained by the PI.
	
	

	22. The new information sheet is written in simple language for a lay audience.
	
	

	23. The new information sheet is accurate.
	
	

	24. The new information sheet clearly identifies the new research activities as research.
	
	

	25. The new information sheet clearly states that participation is voluntary.
	
	

	26. The new exempt information sheet fully describes all new research activities. 
This includes (but is not limited to) a description of what participants will do and/or experience during each activity, a reasonable overview of all survey/interview questions asked, and a description of any assignment to intervention groups.
	
	

	27. The new information sheet clearly states the identity and affiliation of both the PI and the student investigator.
	
	

	28. The new information sheet includes contact information for the research team (including the PI) for questions or concerns about the research.
	
	

	29. The new information sheet includes contact information for the DHR for questions about the participant’s rights. (This information may be found on the posted information sheet template.)
	
	

	30. The new information sheet includes ALL details about the research activity that a reasonable person would want to know before deciding to participate. It does NOT mislead or deceive the participant about any activities, research aims, procedures, or content of activities.
	
	

	31. The new exempt information sheet does NOT contain any information that is inconsistent with the study protocol or other study materials (recruitment materials, study instruments, etc.).
	
	

	32. If the new information sheet includes information about compensation and/or benefits of participation, this information is NOT emphasized (i.e. the text is NOT bolded, larger than the other text, a different color, or otherwise made prominent).
	
	


Privacy and confidentiality 
	
	Yes
	No

	33. The PI has reviewed all procedures relating to data collection and data storage and found them to be adequate to protect the confidentiality of data.
	
	

	34. The PI has confirmed that all data collection and storage solutions are consistent with university requirements.
	
	

	35. The PI has reviewed all procedures and confirmed that all procedures will take place in settings that protect the privacy of participants (e.g. the risk of being overheard is minimized.)
	
	


PI Signature
ALL applicable criteria above are "yes”. This modification does not change the study’s exempt status and does not need to be submitted to the DHR. I will retain this completed form and other Cycle 2 materials. 

Faculty PI signature: _________________________	Date: _________________________
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