NNottheastem University
Human Research
Guidance: Modifications to IRB protocols

After receiving written approval from the NU Department of Human Research (DHR) to begin a
research project, investigators must follow the approved protocol procedures and use only the
IRB-approved versions of recruitment materials, consent/assent forms, and study instruments.
If changes to the study are needed, investigators should submit a modification form along with
any new or revised documents. Depending on the nature of the modification and its potential
impact on participant risk, the changes will be reviewed either through an expedited process or
at a convened IRB meeting.

All documents are to be submitted to IRBReview@northeastern.edu. The modification must be
approved by the NU IRB before you institute the change.

Updating research team members

The Principal Investigator and any student researcher should be identified on the protocol
application form. All individuals engaged in the research study, including those from other
institutions, must be listed on the Research Team Form. This form should be updated whenever
new members join the team or when individuals are no longer involved in the project.

Research team members include anyone who will:
1. Contribute to the project’s design or implementation;
2. Recruit potential participants;
3. Obtain informed consent;
4. Collect, analyze, or follow up on study data.
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Collaborators, outside consultants, and all graduate or undergraduate students must be listed
as research team members if they are responsible for the activities noted above. In addition, all
investigators named on grant proposals who will be engaged in human subjects research must
also be included.

Note: Changes made to the Principal Investigator
requires a revised protocol application form, new signed
Pl assurance form, and modification form.

Modifying exempt protocols

Exempt human subjects research is a subset of human subject research that does not require
ongoing IRB oversight.

Modifications do not need to be submitted for exempt studies so long as the research
remains minimal risk and stays within the boundaries of the exemption categories.

Note: DHR recommends research teams maintain
documentation in the protocol file of all modifications,
including when the Pl determines that changes do not

alter the approved scope of the study or increase risk to
participants.

If your proposed changes constitute any of the following, submit a modification using the steps
detailed above.

Submit a modification request if your changes include...
e add procedures that could affect risks to participants
e add procedures that do not fit within the exempt status already determined by DHR;
e add new types of participants to your study that include vulnerable populations (e.g.,
adding children, individuals with cognitive impairments, prisoners, etc.)
e change of Principal Investigator
e additional funding source requiring IRB approval (e.g., federal or industry)

Still not sure? Contact IRBReview@northeastern.edu with questions or join one of our drop-in
times.
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