
Deviation Summary for FY 22
October 1, 2021 – September 30, 2022

Compiled by CCR Office of Education and Compliance



2

Total Deviations  = 1915

Interventional
90%

Observational
10%
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Deviation type

Major
3%

Minor
97%
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Major Deviations (51)

1.96%

1.96%

5.88%

3.70%

1.96%

9.80%

1.96%

1.96%

3.92%

31.40%

1.96%

27.50%

5.88%

Expedited event reported to Sponsor or…

Non-lab study procedure/assessment…

Laboratory procedure not done

Study visit out of timeframe

Study visit not done

Eligibility

Study drug accountability

Site over-enrollment

Prohibited Concomitant…

Study drug administration

Non-lab study procedure/assessment…

Informed consent

Other (please specify)

• 1. When patient received treatment to that lesion, the primary radiation oncology group decided to radiate another lesion 

(cerebellum) that they hadn’t radiated before, and thought was new. In reviewing images with them and our NIH neuro-radiologists, 

we all agree that the cerebellar lesion was also present before enrollment in our trial. Reference # 565639 NOT an UP. 2. subject 

notified study team on 4/26/2022 that he took only one (1) 10 mg lenalidomide capsule daily for days 1-7 (4/18/22-4/24/22) of cycle 2

*
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Deviations Per Quarter

20.93%

28.41%
27.10%

23.55%

Q1
401

Q2
544

Q3
519

Q4
451
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Deviation Category

10.23%

7.42%

13.73%

22.61%

13.47%

5.12%

4.49%

2.10%

1.20%

11.64%

1.72%

0.16%

1.22%

0.63%

0.10%

0.05%

2.98%

Non-lab procedure/assessment out of timeframe

Laboratory procedure out of timeframe

Non-lab procedure/assessment not done

Laboratory procedure not done

Other

Study visit out of timeframe

Study visit not done

Participant failure to return diary

Eligibility

Study drug administration

Study drug accountability

Prohibited Concomitant Medication/Measure Used

Sample loss or unanticipated destruction

Expedited event reported outside of timeframe

Expedited event not reported

Site over-enrollment

Informed consent
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Cause of Deviation

42.66%

10.97%

13.94%

25.10%

7.04%

1.98%

8.04%
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