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Quality evaluation and improvement strategies of investigator — initiated trials

in an infectious disease hospital
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Abstract: Objective  This study aimed to evaluate analyze the current
quality status of investigator — initiated trials ( IITs) conducted in a
hospital, analyze key influencing factors, explore targeted improvement
measures, and provide references for enhancing the design level of IITs.
Methods  IITs registered in the Medical Research Registration and
Filing Information System by the hospital from January 2020 to April 2025
were selected as the research objects. The research compliance,
scientificity, and value were assessed, and then followed by statistical
analysis. Results Among the 124 IITs, 76% were initiated by
investigators with associate senior titles or above. The median scores of

the standardization and scientificity dimensions were both 8 points, while

the median score of the research value dimension was 6 points. The total
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and single — center studies were 23 and 20, respectively (P <0.001).
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score, which the difference was not statistially signifccant (P > 0.05), funding support showed a significant
positive correlation with both the research compliance and research value dimensions ( correlation coefficients
ranging from 0. 300 to 0.346, all P <0.001 ) ; disciplinary strength, and investigator title were significantly
positively correlated with all three dimensions of research quality ( correlation coefficients ranging from 0. 213 to
0.380, P<0.01,P<0.001) and disciplinary strength had the greatest impact on research value. Conclusions
Medical institutions still need to strengthen the standardization and scientificity of IITs, and there is great room
for improvement in research value. Disciplinary strength, investigator background, and funding support are key
factors affecting the research quality. From the perspective of institutional management, the quality of IITs can
be effectively improved by constructing a systematical management system that integrates scientific review,
methodological support and resource guarantee.
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Table 1 Quality assessment indicators for clinical research

Primary indicator Secondary indicator Score®

Research compliance  Complete research protocol 4
Appropriate research type
Proper informed consent method
Comprehensive quality control measures
Research scientificity ~Clear endpoint indicators
Accurate sample size estimation
Reasonable control design
Appropriate statistical methods
Evidence level of evidence —based medicine

Research value * / 10

#.Scoring is based on a three — category method, where each indicator is
awarded a score of 0, 50% or 100% of the full mark respectively. * : A
five — category method is adopted for research value, with the higher the
research value, the higher the score awarded and a minimum score of
2 points ( international first: 10 points; international leading: 8 points;

domestic first; 6 points; domestic leading: 4 points; other: 2 points).
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Table 2
(IIT)

Basic characteristics of investigator — initiated trial

Project characteristics Number of projects percentage( % )

Study type

Observational study 89 (71.77)

Interventional study 35 (28.23)
Multicenter clinical study

Yes 31 (25.00)

No 93 (75.00)
Funding support (10,000 CNY)

0 30 (24.19)
~50 61 (49.19)
~100 16 (12.90)
>100 17 (13.71)

Disciplinary strength *

A 90 (72.58)
B 23 (18.55)
C 11 (8.87)

Investigator age

<35 18 (14.52)
~50 50 (40.32)
>50 56 (45.16)

Investigator professional title

Chief physician 78 (62.90)
Associate chief physician 16 (12.90)
Intermediate and lower titles 30 (24.19)

* . Comprehensive evaluation of the disciplinary strength of each discipline
is conducted based on scientific research output, with the disciplinary

strength ranked as A > B > C in descending order.
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Table 3 Results of IIT research quality evaluation

Variables Research compliance Research scientificity Research value Total score
Study Type

Observational study 8(7, 8) 8(7,9) 6(4,6) 21(19, 23)

Interventional study 8(7,9)¢ 8(8,9.5)¢ 6(4,8)% 23(19, 25.5)%
Multicenter clinical study

Yes 9(8,9.5) 9(8,9) 6(6,8) 23(21.5, 26)

No 7(7, 8)"* 8(7,9)" 6(4,6)* 20(19, 23)**
Funding support(10,000 CNY)

0 7.5(7,8) 8.5(7,9) 4(4,6) 20(19, 22.5)

~50 7(7,8) 004 8(7,8)% 6(6,6)005 21(19, 23) 480

~100 8(7,9)248 8.5(8,10)% 6(6,6)4404 22.5(21, 24.25) 444

>100 9(9, 10) 224 9(8,9)% 8(6, 8) 224 26(24,27) 404
Disciplinary strength

A 8(7,9) 8(8,9) 6(4,8) 23(20, 25)

B 7(7,8)AA4 8(7,8)44 4(4,5)hAs 19(18, 20.5) 444

C 7(7,7)AAA 7(6.5,8)44 4(4,4)AAa 19(17, 19) 444
Investigator professional title

Chief physician 8(7,9) 8(7.25,9) 6(4,8) 23(20, 25)

Associate chief physician 8(7,8.25)"" 8(7.7,9) " 6(4,6)"" 22(19.75,23.5) " **

Intermediate and lower titles 7(7,8)"" 8(6,8)" 4(4,5.5)"" 19(18,20.75) " * *

Data are presented as M (P25, P75); Compared with observational study, &P <0.05, ¥p <0.01; Compared with Yes, *P <0.05, #P <0.01,
##P <0.001; Compared with 0, 2P <0.05, 222P <0.001; Compared with A, 44P <0.01, 444P < 0.001; Compared with chief physician,
“P<0.05, **P<0.01, ***P<0.001.
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Table 4 Analysis of factors affecting research quality scores

Research compliance Research scientificity Research value

Variables

Scoring status  Correlation coefficient Scoring status  Correlation coefficient ~Scoring status ~ Correlation coefficient
Funding Support (10,000 CNY) 0.3444 0. 122 0.346444
0 7.5(7,8) 8.5(7,9) 4(4,6)
~50 7(7,8) 8 (7, 8) 6 (6,6)
~ 100 8(7,9) 8.5 (8, 10) 6 (6,6)
>100 9 (9, 10) 9(8,9) 8 (6, 8)
Disciplinary strength 0.208444 0.289444 0.38444
A 8 (7,9) 8(8,9) 6 (4,8)
B 7(7,8) 8 (7,8) 4 (4,5)
C 7(7,7) 7 (6.5,38) 4(4,4)
Investigator professional title 0.28"** 0. 213"~ 0.259 "~
Chief physician 8(7,9) 8 (7.25,9) 6 (4,8)
Associate chief physician 8 (7, 8.25) 8 (7.7,9) 6 (4,6)
Intermediate and lower titles 7(7,8) 8 (6,8) 4 (4,5.5)

Correlation between funding support and research quality scores,”®% P < 0.001; Correlation between disciplinary strength and research quality scores,

AL4pP<0.001; Correlation between funding support and research quality scores, * * P <0.01,* ** P <0. 001.
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