ASSESSING POTENTIAL

NON-COMPLIANCE

: Does the incident,
Does the site rely on

the study?

the study?

YES YES

Were the

YES approp.rlate
regulations and
laws followed?

Was the protocol
followed as written?

NO NO

This is noncompliance.
See decision chart for
serious non-compliance.

ASSESSING SERIOUS
NON-COMPLIANCE

Did the incident Did the incident
violate the rights and increase risks to
welfare of the research the research

participant(s)? participant(s)?

YES YES

This is potential serious
non-compliance and
must be reported to
the NMDP IRB.

ASSESSING CONTINUING
NON-COMPLIANCE

Is the incident part of a series or
pattern of more than one incident
of non-compliance that indicates
a deficiency in knowledge, ability,
or willingess to comply with a law,
regulation, or policy governing
human subjects research?

YES

This is potential continuing
non-compliance and must be
reported to the NMDP IRB.
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experience, or outcome
the NMDP IRB for NO impact NMDP unrelated
donors participating on

STOP HERE
Reporting to NMDP
IRB is not required.

Were the NMDP IRB standard
YES operating procedures and
determinations followed?

NO YES

STOP HERE
This is not
non-compliance.

Did the incident
compromise the
integrity of the data?

YES NO

This is not serious non-compliance.
See decision chart for continuing
non-compliance.

STOP HERE
This is not continuing
non-compliance.
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