


§ Research interactions that involve no more than minimal risk to subjects (e.g., quality of life
surveys); and
 
§ Collection of follow-up data from procedures or interventions that would have been done as part
of routine clinical practice to monitor a subject for disease progression or recurrence, regardless of
whether the procedures or interventions are described in the research protocol.
 
…
 
Please clarify if a study that meets the criteria in 8(a) i and ii, can undergo expedited review if the
procedure or intervention that would have been done as part of routine clinical practices to monitor
a subject for disease progression or recurrence involves more than minimal risk.
 
E.g., if a study of an experimental drug treatment for breast cancer (after the study is closed to
enrollment and the experimental treatment is over) requires annual mammograms, or a chest x-ray,
that would be done if the subject was not in a research study, could that have expedited review
under the provisions of expedited category 8(a)?
 
Thanks very much,
 

  




