1310

v T R 25 PR gk R

Al M9 2025 4E 5 3 (AR 431 1))

T2 [l 4

L5 | IR R RS A DB RS S

HEDH

Investigation and analysis of psychological status survey for healthy participants in

phase I clinical research
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Abstract; Objective

nursing mode on the psychological state of healthy participants in Phase 1

To evaluate the impact of stage assessment

clinical trials of new drugs based on psychological questionnaire.
Methods

research. Healthy participants were randomly divided into treatment and

This was a randomized, single blind, controlled clinical

control group. According to the impact of anxiety and depression on
healthy participants, the treatment group was given a stage evaluation
nursing model, while the control group received routine nursing
measures. Both groups were evaluated using the self rating depression
scale (SDS) and self rating anxiety scale (SAS) questionnaires before

administration, on the day of administration, after administration ( mid —
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term of the trial ) , on the day of discharge, and on the day of withdrawal, and their effectiveness was observed. Results

A total of 159 healthy participants were included in the study, with 83 cases in the treatment group and 76 cases in
the control group. SDS scores of treatment group and control group were (54.93 £4.62) and (54.87 £4.89) points
before administration, (52.17 £6.55) and (53.95 £7.03) points on the administration day, (49.94 +7.35) and
(51.69 +£9. 16) points at the mid — term of the trial, (52.13 +6.70) and (53.85 £6.76) points on the discharge
day, (51.33 £7.99) and (52.60 +7.39) points on the day of withdrawal, respectively. Compared with before
administration, there was statistically significant difference in treatment group during administration day and the day of
withdrawal , as well as in the mid — term of trial in the control group (all P <0.01). SAS scores for treatment group and
control group were (36.08 + 6.45) and (37.04 + 6.87) points before administration, (36.18 +7.79) and
(37.43 +£8.53) points on administration day, (35.04 £7.09) and (36.86 £9.55) points at the mid — term of the
trial, (35.82 +7.75) and (37.68 +8.78) points on discharge day, (39.29 +£9.17) and (36.47 +7.91) points on
the day of withdrawal, respectively. No statistical significance of SAS scores was observed (all P >0.05). Conclusion

Use of psychological questionnaires and stage nursing assessment forms for evaluation and nursing intervention can
alleviate the levels of depression and anxiety in healthy participants.

Key words: clinical trials of new drugs; mental state; nursing evaluation process; whole nursing intervention;

self — rating depression scale ;self — rating anxiety scale
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Table 1

Comparison of general information in two groups of

healthy participants(x +s)

i H XA (n=76) A4l (n=83)
FR (%) 34.24 +6. 68 32.69 +7.51
R (kg) 63.17 9. 40 63.59 +8.15
MR/ %) 46/30 56/27
TSRS RIS/ B IS/ B 5 60/11/5 66/15/2
25 (P R R/ R/ AR 40/25/11 48/24/11
3AANERFHFCH/T) 9/67 9/74

R2 2 MERREEE FE FPFRER (SAS) AR [ PR (SDS) T/ I HL A (% £5,57)

Table 2 Comparison of self — rating anxiety scale (SAS) and self — rating depression scale (SDS) scores in two groups of healthy partici-

pants(x s, point )

XFHEZ (n =76)

B (n =83)

T SAS SDS SAS SDS
ST 37.04 +6. 87 54.87 +4.89 36.08 +6. 45 54.93 +4.62
%2 H 37.43 +8.53 53.95 +7.03 36.18 +7.79 52.17 £6.55* *
w25 GRIG T ) 36. 86 +9. 55 51.69+9.16* 35.04 £7.09 49.94 £7.35* *
e H 37.65 £8.78 53.85 +6.76 35.82+7.75 52.13 £6.70* *
B4 H 36.47 +7.91 52.60 +7.39 39.29 £9.17 51.33+7.99**

S 25w, * * P <0.01.
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Table 3 Comparison of degree of anxiety and depression in two groups of healthy participants(n,% )

XL (n =76)

R (n=83)

P A] FEE(SAS) AR (SDS) FEE(SAS) AR (SDS)

J B o g ¥ El) S U ¥ B x B U
TS 70(95.89) 3(4.11)  0(0) 36(47.37) 34(4.74) 6(7.89) 78(98.73) 1(1.27) 42(50.60) 39(46.99) 2(2.41)
#4250 42(93.33)  2(4.44)  1(2.22) 24(42.86) 30(53.57) 2(3.57) S3(%4.64) 3(5.36) 46(67.65) 21(30.83) 1(1.47)*44
2l " a
by 53489 5(15.15) 0(0) 30(57.69) 17(32.69) 5(9.62)  45(100.00) 0(0) 42(71.19) 14(23.73) 3(5.08)
e H 36(92.31)  3(7.69)  0(0) 23(44.23) 28(53.85) 1(1.92) 49(96.08) 2(3.92) 42(67.74) 17(27.42) 3(4.84)*
WA H 7(100.00)  0(0) 0(0) 15(57.69) 10(38.46) 1(3.85)  9(81.82) 2(18.18) 20(64.52) 9(29.03) 2(6.45)

ot BRLANRIR AL 53 504 3 BN 4 {51 SR e 42 B £ R T 2 5 5 0 B CHMVAT R 88 ) TG, PP < 0.05,™ P < 0. 01 530 41 (44258 MTLL, © P <0.05,

ABP<0.01.

T4 ADHRAPFELR (SDS) PN AL AR BE 9 22 Uk [ A 4y
B4k
Table 4 Multiple linear regression for the change of self — rating

depression scale (SDS)
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