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MODIFICATIONS (AMENDMENTS) TO PREVIOUSLY-APPROVED RESEARCH

General Procedure

Changes in approved research, during the period for which approval has already been given, may not be initiated without prior IRB review (full or expedited review, as appropriate) and approval, except where necessary to eliminate apparent immediate hazards to human subjects. Investigators or Sponsors must submit requests for changes to the IRB in writing using the Request to Modify Previously Approved Research form and submitted the documentation listed on the form. Upon receipt of the protocol change request, the IRB Chair or designee with assistance of the IRB coordinator will determine if the revision meets the criteria for minor modification/change (i.e. involving minimal risk). If the change represents more than a minor modification or change it must be reviewed and approved by the IRB. 

1. Determination of level of review

Minor modification/change - A proposed change in research related activities that does not significantly affect an assessment of the risks and benefits of the study does not substantially change the specific aims or design of the study, does not involve the addition of procedures that involve more than minimal risk to subjects, and does not involve the addition of procedures that preclude the research from being reviewed using the expedited procedure.

Examples of minor changes to a research study include but are not limited to, the following: 

· Addition or deletion of study team members;

· Addition of procedures that do not significantly increase risk to subjects, considering the original purpose and study design of the approved study;

· Removal of research procedures that would thereby reduce the risk to subjects;

· Addition of non-sensitive questions to survey or interview procedures;

· Addition of or revisions to recruitment materials or strategies;

· Administrative changes to the approved documents (e.g., correction of spelling, grammatical or typographical errors).

Significant modification/change - A proposed change in research related activities that significantly affects an assessment of the risks and benefits of the study or substantially changes the specific aims or design of the study.

Examples of significant changes to a study may include, but are not limited to, the following: 

· Addition of a new and/or separate subject population (e.g., control group, additional cohort, vulnerable population, etc.);

· Addition of research procedures that involve greater than minimal risk to subjects (e.g., addition of a new drug to a treatment regimen; addition of invasive procedures; change in route or frequency of drug administration, etc.);

· Addition of surveys/questionnaires/interview procedures that could have adverse psychological consequences for subjects or damage their financial standing, employability, insurability, or reputation;

· Removal of follow-up visits that appear necessary for monitoring subject safety and welfare.

2. Level of Review for Amendments

Amendments to protocols originally reviewed under expedited review criteria will originally be reviewed by the IRB chair.  If an amendment for research previously approved under expedited review is determined to increase the level of risk beyond minimal risk, the amendment will be referred to the full-convened IRB for review. Significant modifications/changes must be reviewed by the convened IRB and cannot be reviewed by the expedited procedure for initial review, continuing review, or the review of modifications. All applicable regulatory criteria will be applied and reviewed when evaluating modifications to previously approved research.

Significant modifications/changes requiring full IRB Board review will be assigned by the IRB Coordinator to a primary reviewer who will be responsible for summarizing at the meeting the proposed modification(s) and its/their potential impact on research participants.  In addition, all IRB members will receive copies of the modification application form and any pertinent documents submitted by the investigator(s) in support of the requested modification.  Any modifications that were implemented without IRB approval to eliminate apparent immediate hazard to the participants will be reviewed by the full board to determine whether the change was consistent with ensuring the participants’ continued welfare.

Any modifications that change the biosafety or radiation risks of a protocol must also be approved by the appropriate WSU committee prior to IRB review and approval.

3. Actions

The IRB chair will review and approve amendments considered minor, and which do not require full Board review.  The IRB chair may also identify restrictions that must be met prior to approval.  If the IRB chair does not feel the amendment should be approved, it will be referred to the full Board for review.  For other amendments, after review of the requested modification and supporting documentation, the IRB may take any action deemed appropriate for protection of subjects enrolled in the study.  This includes approval of the modification, placing of restrictions that must be met prior to approval, deferment of approval until additional information is provided, or disapproval of the modification.  These actions will be communicated to the investigator in written form.

4. Documentation

If an amendment has modified the consent document, the amended version will be stamped with the approval date of the new amendment, but will retain the expiration date of the original approval period
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