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[ Abstract] Objective: To find out the main influencing factors of ethics review efficiency and quality, and give some sug-
gestions for improving the ability to review ethics. Methods: We analyzed the time consumed in reviewing 440 research pro-
jects by Ethics Committee (EC) of a level A tertiary cancer hospital from 2016 to 2018 and results of projects with different
types. Results: The average time for the approval of full board review and expedited review for investigator initiated trials
took 22 and O days, and it for the approval of full board review and expedited review in continuing review took 21 and 2 days,
respectively. The average time for the initial review of clinical drug trials was 16 days, and that for approval was 20 days.
The average time for full board review and expedited review in continuing review was 27 and 2 days, and that for approval of
full board review in continuing review was 0 day. In the initial review, 20.00% , 36.73% and 47.83% of reviews were ap-

proved in 2016, 2017 and 2018, and 98.16% of continuing reviews in these three years were approved. Conclusion: EC

should increase the frequency of conferences, strengthen the

(Y75 HEA] 2019-10-22 [f&EIHHA] 2020-01-17 communication with sponsors and researchers, implement the

[@iRMEE] 2 3KEHH ,E-mail: zhanggn@ hotmail. com system of chief reviewer responsibility, increase training for
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researchers and EC members, and improve the informatization management of EC office to improve the ability to review eth-

ics.
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Figure 1. Flowchart of Ethics Review
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Table 1. Time Consumed in Ethics Review, 2016 to 2018 [ Median ( Minimum, Maximum) ]

Variable IIT(day)

Waiting time

Initial review Full board review -
Expedited review -

21.0(0, 102)
2.0(1,19)

Continuing review Full board review

Expedited review

GCP (day)
Approval time Waiting time Approval time
22.0(0, 273) 16.0(8, 91) 20.0(12, 56)
0.0(0, 30) - -
0.0(0, 27) 27.0(0, 181) 0.0(0, 91)
0.0(0, 5) 2.0(0, 8) 0

* GCP projects were approved in expedited review in continuing review, without resubmission, so the approval time was 0.

1T Investigator initiated trials; GCP: Good clinical practice.
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Table 2. Waiting Time of Ethics Review, 2016 to 2018 ( Median + Interquartile Range) (Day)

Variable 2016 2017 2018 X P

Initial review for GCP 16.0 £58.0 — —
Continuing review for GCP 43.0+98.5 13.0£29.0 14.0+£19.0 18.273 <0.001"
Initial review for IIT — —
Continuing review for IIT 31.0+72.3 19.0£22.0 16.0 +21.3 4.736 0.094

* P <0.05, statistical significance.

Abbreviations as indicated in Table 1.

%3 2016 ~2018 HEMEHEERHEFRMGITFR (Pl + MHMEEEE) (X)
Table 3. Approval Time of Ethics Reviews, 2016 to 2018 ( Median = Interquartile Range) (Day)

Variable 2016 2017 2018 X 4
Initial review for GCP 20.0 +31.0 — —
Continuing review for GCP 0.0+0.0 — — — —
Initial review for 1IT 40.0 +£42.0 20.5+33.0 0.0+28.5 7.999 0.018*
Continuing review for IIT — — 0.0+0.0 — —

* P <0.05, statistical significance.

Abbreviations as indicated in Table 1.
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Table 4. Types of Ethics Review, 2016 to 2018
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Year 2016 2017 2018
Type Full board review  Expedited review Total Full board review  Expedited review Total Full board review  Expedited review Total
N Proportion N Proportion N Proportion N Proportion N Proportion N Proportion
Initial review 21 25.00% 4 20.00% 25 37 35.58% 12 25.00% 49 57  40.43% 12 27.91% 69
Resubmission 5 5.95% 10 50.00% 15 11 10.58% 24 50.00% 35 9 6.38% 21 48.84% 30
Protocol amendment 12 14.29% 5 25.00% 17 6 5.77% 5 10.42% 11 18 12.77% 6 13.95% 24
Progress report 14 16.67% 0 0.00% 14 11 10.58% 0 0.00% 11 15 10.64% 1 2.33% 16
SAE report 19  22.62% 0 0.00% 19 26 25.00% 0 0.00% 26 32 22.70% 0 0.00% 32
Protocol deviation report 8 9.52% 0 0.00% 8 9 8.65% 0 0.00% 9 9 6.38% 0 0.00% 9
Study termination report 4 4.76% 0 0.00% 4 1 0.96% 0 0.00% 1 1 0.71% 0 0.00% 1
Final report 0 0.00% 1 5.00% 1 0 0.00% 5 10.42% 5 0 0.00% 3 6.98% 3
Others 1 1.19% 0 0.00% 1 3 2.88% 2 4.17% 5 0 0.00% 0 0.00% 0
Total 84 100.00% 20 100.00% 104 104 100.00% 48 100.00% 152 141 100.00% 43 100.00% 184
SAE: Serious adverse event.
&5 2016 ~2018 FLBUAHBRE LA FITR
Table 5. Results of Initial Ethics Reviews, 2016 to 2018
Variable 2016 2017 2018
Full board  Expedited Total Full board  Expedited Total Full board  Expedited Total
review review N Proportion review review N Proportion review review N Proportion
Approved 4 1 5 20.00% 9 9 18 36.73% 25 8 33 47.83%
Approval after revision 8 3 11 44.00% 20 3 23 46.94% 18 4 22 31.88%
Review after revision 8 0 8 32.00% 8 0 8 16.33% 13 0 13 18.84%
Disapproved 1 0 1 4.00% 0 0 0 0.00% 1 0 1 1.45%
Total 21 4 25 100.00% 37 12 49 100.00% 57 12 69 100. 00%
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