Yale University Human Research Protection Program

700 GD 1:
Determining Whether an Incident of
Noncompliance Must be Reported

An Incident of
Noncompliance Occurs.

l

1. Does the incident of
noncompliance affect or have the
potential to affect the rights and
welfare of the participants or
others, or compromise the

YES integrity of the research?

1No

2. Did the incident of noncompliance put
participants at greater risk of harm
(including physical, psychological,

YES economic or social harm) than was
previously known or decrease benefits of
the research?

Tvo

3. Is the incident of noncompliance one that
is minor (i.e., does not affect the rights and
welfare of subjects or increase risk or
decrease benefits) but is similar to one that NO
has occurred at the site on previous
occasions?

! '
. ©

YES

Report the incident as The non-compliance
Serious or cor!tlnumg does not meet criteria
non-compliance for serious or

continuing and need
not be reported




