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Initial Comment:
The examples for PerformedStudySubjectMilestone include "Protocol Violation."  On the other hand, PerformedProtocolDeviation is a specialization of PerformedObservationResult.
I think the question is whether a Protocol Violation/Deviation is an activity or an observation result. Some protocol deviations (e.g., administering prohibited medications) seem to be activities.  However, the determination that a performed activity was or was not consistent with the protocol could be seen as an observation.
Background:
PerformedStudySubjectMilestone
DEFINITION:
The completed activity which marks a common administrative landmark for a study subject in the course of a study.
EXAMPLE(S):
obtain informed consent, verify eligibility criteria, enroll, registration to a study, randomize, assignment to a treatment arm, start of on-study period, complete study visits, end of on-study period, exit trial, break treatment blind, protocol violation, premature withdrawal
OTHER NAME(S):
NOTE(S):
PerformedProtocolDeviation
DEFINITION:
A variation from process or procedures defined in a study protocol.
EXAMPLE(S):
Study subject not withdrawn as per protocol, excluded concomitant medication, treatment deviation.
OTHER NAME(S):
NOTE(S):
Deviations usually do not preclude the overall evaluability of subject data for either efficacy or safety.
Discussion:
I agree that this can cause confusion and potential duplication of semantics.  Protocol deviation should be an assessment of an activity (observation result) that determines another activity is a deviation.  Therefore, I recommend we remove the example “protocol violation” from PerformedStudySubjectMilestone and alter the definition of PerformedProtocolDeviaiton to explicitly state this is an assessment of another activity.
Recommendation:
Update definitions of:
· PerformedStudySubjectMilestone
· PerformedProtocolDeviation
PerformedStudySubjectMilestone
DEFINITION:
The completed activity which marks a common administrative landmark for a study subject in the course of a study.
EXAMPLE(S):
obtain informed consent, verify eligibility criteria, enroll, registration to a study, randomize, assignment to a treatment arm, start of on-study period, complete study visits, end of on-study period, exit trial, break treatment blind, protocol violation, premature withdrawal
OTHER NAME(S):
NOTE(S):
PerformedProtocolDeviation
DEFINITION:
An assessment of some event as a variation from process or procedures defined in a study protocol.
EXAMPLE(S):
Study subject not withdrawn as per protocol, excluded concomitant medication, treatment deviation.
OTHER NAME(S):
NOTE(S):
Deviations usually do not preclude the overall evaluability of subject data for either efficacy or safety.
