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Total Deviations  = 416

94.71%

5.29%

Interventional
Observation
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Deviation Type

2.26%

97.74%

Major
Minor
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Major Deviations

15.79%

10.53%

5.26%

5.26%

15.79%

10.53%

10.53%

21.05%

5.26%

Non-lab study…

Laboratory procedure not done

Study visit out of timeframe

Eligibility

Study drug administration

Study drug accountability

Expedited event not reported

Informed consent

Other (please specify)*

* No protocols labs collected by collaborator for 37 patients
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Deviation Category

8.67%

8.43%

14.94%

17.11%

7.71%

2.17%

2.41%

0.72%

0.72%

28.67%

2.65%

0.72%

1.20%

0.48%

1.20%

0.00%

2.17%

Non-lab study procedure/assessment conducted out of timeframe

Laboratory procedure conducted out of timeframe

Non-lab study procedure/assessment not done

Laboratory procedure not done

Study visit out of timeframe

Study visit not done

Participant failure to return diary

Eligibility

Study drug storage

Study drug administration

Study drug accountability

Sample loss or unanticipated destruction

Expedited event reported outside of timeframe

Expedited event not reported

Informed consent

Site over-enrollment

Other (please specify)
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Cause of Deviation
48.08%

15.87%

33.65%

1.44% 0.00% 0.96%
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