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Abstract; Objective

visit time windows and propose targeted recommendations based on risk

To conduct a statistical analysis of clinical trial

management from the perspective of the institutional office, so as to
provide references for clinical research practice. Methods Data of drug
clinical trial projects undertaken by a single institution from 2018 to 2024
were collected. Visit time windows were statistically analyzed and
compared across the screening phase, visit phase, and follow — up phase.
A risk classification standard for time windows was established by
integrating management practice, regulatory requirements, and relevant
literature. Corresponding recommendations were put forward for sponsors,
researchers, participants, and the institutional office based on this
classification. Results A total of 137 projects were included, with the
number of visits ranging from 1 to unlimited. Visit modalities included on
— site visits and remote visits ( telephone visits ). The most prevalent

time windows in each phase were 28 days (45.99% ) for the screening
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phase, 3 days (62.26% ) for the visit phase, and 7 days (68.93% ) for the follow — up phase. The risk classification
results were as follows: extremely high — risk time windows (1 to 30 minutes in the visit phase), high - risk time
windows (42 to 183 days: before screening in the screening phase, 1 to 24 hours in the visit phase, and 1 to 3 days in
the follow — up phase) , medium - risk time windows (1 to 7 days: before screening in the screening phase, 1 to 3 days
in the visit phase, and 5 to 10 days in the follow — up phase), and low — risk time windows (14 to 35 days: before
screening in the screening phase, 4 to 14 days in the visit phase, and 14 to 30 days in the follow — up phase).
Compared phase [l with phase Il or phase IV, statistically significant differences were all observed in the distribution of
visit windows during the visit phase (all P <0.05). Based on this classification, the institutional office recommends
that all parties adopt strategies of scientific design, risk — based response, and closed — loop management, and deeply
understand and actively cooperate with each other for different risk levels of time windows. Conclusion  Significant

differences exist in visit time windows across different phases of clinical trials. Risk classification and targeted responses

from all parties can effectively ensure the quality of clinical trial data and the rights and interests of participants.

Key words: clinical trial ; visit window; risk classification; institutional office ; management
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Table 1 Distribution of screening window time

No. Visit window Count (n,% )
Group —No. 1 (1 W)
-1~0d 5 (3.65% )
-2~-1d 2 (1.46% )
-3~-1d 1 (0.73%)
-7~-1d 15 (10.95% )
Group - No. 2 (2 W)
-14~-1d 12 (8.76% )
Group —No. 3 (3W)
=21 ~-1d 14 (10.22% )
Group — No. 4 (4W)
-28~-1d 63 (45.99% )
Group — No. 5 (5W)
-30~-14d 3(2.19%)
-35~-1d 5 (3.65% )
Group —No. 6 (6W)
-42~-14d 5 (3.65%)
Group —No. 7 (7TW)
-49~ -1d 3(2.19% )
Group —No. 8 (8W)
-56~-14d 2 (1.46% )
Group — No. 9 ( Other)
-58~-1d 1 (0.73%)
-70~ -14d 1 (0.73% )
-84~ -1d 4 (2.92%)
-183~-14d 1 (0.73% )
SUM 137
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Table 2 Distribution of the number of visits during the visit phase

No. n Number of visits Count(n,% )
1 1 211,19 .28 32 34 35 39 8(7.34% )
2 2 1730 4(3.67%)
3 3 6.18 .20.27 .36 15(13.76% )
4 4 15 4(3.67%)
5 5 3.4.8.16 20(18.35% )
6 6 12 .14 12(11.01% )
7 8 5.10.13 24(22.02% )
8 9 7 9(8.26% )
9 13 9 13(11.93% )
SUM 109(100. 00% )

®3 UL A o) A

Table 3  Distribution of time window during the visit phase

No. Window time n % No. Window time Count(n,% )
1 1 min 2 0.12% 13 24 h 155(9.11% )
2 2 min 28 1.65% 14 1d 89(5.23% )
3 5 min 35 2.06% 15 2d 73(4.29% )
4 10 min 62 3. 64% 16 3d 940(55.26% )
5 15 min 33 1.94 17 4d 2(0.12% )
6 20 min 7 0.41 18 5d 50(2.94% )
7 30 min 14 0.82 19 6d 25(1.47% )
8 1h 12 0.71 20 7d 146(8.58% )
9 2 h 4 0.24 21 9d 7(0.41% )
10 6 h 1 0. 06 22 10 d 2(0.12%)
11 10 h 1 0. 06 23 14 d 12(0.71% )
12 12 h 1 0. 06 SUM 1 701 (100. 00% )
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Table 4 Distribution of time window during the follow — up phase
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Time With drawal Safety visits Long Efficacy Survival
No. Count(n,% )
window (d) visits 1 2 3 visits visits visits

1 1 1 1 / / / / / 2(1.01% )
2 2 2 3 / / 1 2 / 8(4.04% )
3 3 6 14 2 / 1 2 2 27(13.64% )
4 5 2 / / / 1 1 1 5(2.53%)
5 6 / 2 / / / / / 2(1.01% )
6 7 34 1 11 1 3 5 23 78(39.39% )
7 10 / / / / / / 1 1(0.51%)
8 14 3 47 1 / 5 / 10 66(33.339% )
9 15 / / / / / / 1 1(0.51% )
10 21 2 / / / / / / 2(1.01% )
11 30 2 1 / / / / 3 6(3.03% )
SUM 52 69 14 1 11 10 41 198(100.00% )
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Table 5 Distribution of time window for various risk — level windows

Risk Screening phase Visit phase Follow — up phase
N stratification Time window(n) Count(n,% ) Time window(n) Count(n,% ) Time window(n) Count(n,% )
1 Extremely / / 1 min(2),2 min(28), 181(10.64% ) / /
high risk 5 min(35),10 min(62) ,
15 min(33), 20 min(7),
30 min(14)
2 High risk -42 ~ -1 d(5), 17(12.41%) 1 h(12),2 h(4), 174(10.23% ) 1d(2), 37(18.69% )
-49 ~ -14d(3), 6 h(1),10 h(1), 2.d(8),
-56~-14d(2), 12 h(1),24 h(155) 3.d(27)
-58~ -14d(1),
-70 ~ =1d(1),
-84~ -14d(4),
-183 ~ -1 d(1)
3 Mediumrisk -1~04d(5), 23(16.79% ) 1d(89),2d(73), 1102(64.79% ) 5d(5),6d(2), 86(43.44% )
-2~ -14d(2), 3 d(940) 7 d(78),10 d(1)
-3~ -14d(1),
-7~ -14d(15)
4 Low risk -14~-14d(12), 97(70.81% ) 4.d(2),5d(50), 244(14.34% ) 14 d(66) , 75(37.88% )
=21~ -14d(14), 6 d(25),7 d(146), 15d(1),
-28 ~ -1d(63), 9d(7),10d(2), 21 .d(2),
-30~-14d(3), 14 d(12) 30 d(6)

-35~ —1d(5)
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Table 6 Differences in different trial phases across various risk — level windows

Screening phase Visit phase Follow — up phase
Group
Ext H-risk H-risk M-risk L-risk Ext H-risk H-risk M-risk L-risk Ext H-risk H-risk M —-risk L -risk
I 0 3 8 32 73 78 331 39 0 12 38 4
I 0 13 12 64 85" 89~ 766 " 194~ 0 24 92 22
v 0 1 3 1 23" 7" 5" 11" 0 1 3 2
Ext H - Risk: Extremely high risk; H - Risk: High risk; M — Risk: Medium risk; L — Risk: Low risk; Compared with group Il in visit phase, * P <0.05
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