7.6 Possible IRB Actions

Approval. The research, proposed modification to previously approved research, continuation
or other item is approved. The IRB has made all of the determinations required for approval
[i.e., approval criteria and any applicable special determinations (e.g., waivers, alterations,
vulnerable population determinations, etc.)]. No further action is needed.

Approvable with Conditions The research, proposed modification to the previously approved
research, or other item is approved but conditions must be satisfied before the approval
becomes effective.

The IRB may approve research with conditions if, given scope and nature of the conditions, the
IRB is able, based on the assumption that the conditions are satisfied, to make all of the
determinations required for approval [i.e., approval criteria and any applicable special
determinations (e.g., waivers, alterations, vulnerable population determinations, etc.)]. Any
time the IRB cannot make one or more of the determinations required for approval, the IRB
may not approve the study with conditions.

The IRB may require the following as conditions of approval of research:

1. Confirmation of specific assumptions or understanding on the part of the IRB regarding
how the research will be conducted (e.g., confirmation that research excludes children);

2. Submission of additional documentation (e.g., certificate of training);
3. Precise language changes to the study, consent, or other study documents; or

4. Substantive changes to the study, consent, or other study documents along with clearly
stated parameters that the changes must satisfy.

When the IRB approves research with conditions, the conditions will be documented in the IRB
minutes for research reviewed at a convened meeting or in the electronic review system for
research reviewed under an expedited review procedure.

When the convened IRB approves research with conditions, the IRB may designate the IRB
Chair (and/or other qualified individual(s)) to review responsive materials from the investigator
and determine that the conditions have been satisfied. If the conditions have not been
satisfied, or are only partially satisfied, the responsive materials must be referred to the
convened IRB for review. When an expedited reviewer approves research with conditions, the
original expedited reviewer (and/or other qualified individual(s)) will receive the response
materials.

After verification, the following will be documented in IRB records and written communication
to the investigator:

¢ The date when the IRB determined that the criteria for approval were satisfied (i.e., the
"approval date");

¢ The date when verification was made that all IRB conditions have been satisfied (i.e., the
“effective date”), and;



e Forinitial approval and continuing reviews, the date by which continuing review must
occur.

The date of approval is the date the conditions were determined to be met. If the research
expires before the conditions are reviewed and approved, all research activities must stop until
approval is obtained.

The IRB will be informed of the outcome of the review of the investigator’s response in the
agenda of a future meeting.

Deferred. (This action is sometimes referred to as tabled.) This action is taken by the IRB when
modifications are required (of the nature or amount that the full IRB cannot make or specify
exact changes or parameters), or additional information or clarification is needed in order to
determine that one or more criteria for approval are satisfied (e.g., the risks and benefits
cannot be assessed with the information provided).

The deferral and the basis for the deferral is documented in the IRB minutes (for convened
review) or Reviewer Checklist (for expedited review) and is communicated to the investigator in
writing.

When the convened IRB defers approval, the responsive materials from the investigator will be
provided to the convened IRB for review at a subsequent meeting. When an expedited
reviewer defers approval, the original expedited reviewer will review the response materials
whenever possible. In the event that the original expedited reviewer is unavailable, the
response will be reviewed by the IRB Chair or other qualified IRB member who has been
designated to conduct expedited review.

Disapproved. The IRB may determine that the proposed research cannot be conducted at
University of Virginia or by employees or agents of University of Virginia or otherwise under the
auspices of University of Virginia. Disapproval can only be decided at the convened IRB
meeting. An expedited reviewer cannot disapprove a study.

Approval in Principle. As per federal regulations, [45CFR46.118], there are circumstances in
which a sponsoring agency may require certification of IRB approval as a condition of
submitting for or releasing funds but before definitive plans for the involvement of human
subjects have been developed (e.g., certain training grants or grants in which the procedures
involving human subjects are dependent on the completion of animal studies or instrument
development). In these circumstances, the IRB may grant “approval in principle” without
having reviewed the as yet undeveloped procedures or materials. The IRB Chair or designee
will review the available information (i.e., the grant or proposal and any supplemental
information provided by the investigator) and, if appropriate, will provide certification of IRB
approval in principal. If the proposal is funded, the investigator must submit such materials for
approval at least [60] days before recruiting human subjects into the study, or into any pilot
studies or pre-tests.



