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Implementation and Evaluation of Subject Diagnosis and Treatment Module Based on Drug Clinical Trial
Management System
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ABSTRACT OBIECTIVE: To provide reference for the construction of subject diagnosis and treatment scheme in drug clinical
trials. METHODS: The subject diagnosis and treatment module was developed and implemented in our hospital on the basis of
CTMS, and its effects were evaluated. RESULTS: A subject diagnosis and treatment module was established in CTMS of our
hospital. Within one year from the launch of the module in the middle of October, 2019, the overall number of subjects in the
group showed an increasing trend, and the overall mean dropout rate of subjects was 0.16% . The data interface of CTMS system,
hospital information system (HIS) , laboratory information management system, medical imaging information system had been
established, so as to realize the synchronization of subject information (displaying subject identification in HIS system) and the
interaction of diagnosis and treatment information and billing data (patients and subjects were charged separately). Since the launch
of the module, the amount of data generated by the interface had been increasing, and the number of departments producing the
subject diagnosis and treatment business had been increasing month by month. Compared with subject diagnosis and treatment
project based on HIS system, the number of subject diagnosis and treatment business based on CTMS system was increased
significantly (P<<0.05). CONCLUSIONS: The subject diagnosis and treatment module based on CTMS improves the efficiency of
subject diagnosis and treatment project implementation and financial settlement, and realizes the efficient implementation of drug
clinical trial projects in large general hospitals.
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Fig 1 Implementation and operation process of sub-
ject diagnosis and treatment module based on
CTMS

122 ZiRHLTFAR 0 M 45508 S v FZe AR
I ARG T H A4S PR 5 A POk 5 0 e, R4
SARZEA R H B/S (Browser/Server ) JE R 5, 1 1< Bt
A 11 0 245 30 U LA R i i S5 R A 18 i, I3 P 7R Bt
Wi RS, $: 0072 HTTP+ISON., ¥l [l 545 %

FEZEE 021 EE I EE 1T



BEE R Em R A RS #% , H & &% 0.5 h [ 3h IR 1R
F6 2 R (B BEIE 2 F P ST St R 2 . BE RIS AL G R
HEE G EE NG E 25 R i ih &
s g IR R .
1.3 MR

MELAE MG CTMS FR 403210 1 1) 52 105 B0
BARZIR B WIS 297 55T 9 B 11 2K R KM
Y 55 Bt A2 R Il 55 B = B T 2K
HBIT B RISl 55 B FE HIS R G582
Sk g5 . AR IE WivE R =Y A i is NBu (4 H
56BN B+ I N+ 1 2k E N B x
100% . Jii 7% 2502 32 i N PE R A , S B 17 I PR U 36
ZARH M HKF-.
14 SFHitFEFE

fiff 75 %4 LA Graph Pad Prism 5.0 #4647 483143
B, R FH ¢ K B 647 PR A 1) 2 5 1) B s s DL WPS 11,1 5K
PREA TR IR AT R 1 i 22 i
2 H£R
2.1 HMEZILEE

ZiRH 5 Bl CTMS-HIS $udii 42 13645 WF5E & 1
CTMS R Geli A Z i H 1 F ik 5145 , CTMS R4t
i3 ORI T2 s B B 5 1 B 5 8, SR 5 7E CTMS
ROk Z A E IR B IRUE AT B B , B HIS b
) 2> R GCP ARid, 76 CTMS 2 4 i ik 5 hly/aR
J& , HIS % GCPARic & A s BUH (B 2) . CTMS R4 N
Z AR B A B R, B A TR B I R 2019 4F 10
H Ch B 8l — Rk st A ) 12020 4E 2 —4 A (235 R
PRI EE Ml AR I 5 ) A1, H AT vk 27 1 Bl 2 BT
B, Z A T AL T AL PR AS 1 32 1 B 1 (&
3) s WF ST I B N B A A7 08 Vs R XM R 0.16 % , $EoR
VI BN R BE AL 3233 B AR AP AT (1 4) .

G
s e O aR spEs| 1 (3 8 Ea

b-<3-C]

<=3 £
=)
HEBE 1 ¥ 9
SHIES ¢ L 6 2 88
SEHEN T
ez 1 2
HRS |-
BEAT [ )

@-G¥r BIEHIS A X} i # iE4T GCPAR I

@ZRENIE @ZRENAL O TR

E2 CTMS RZHZIXEEEEFETO
Fig 2 Example for subject management interface in
CTMS
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Fig3 The number distribution of subjects in CTMS
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Fig4 The overall drop-off rate of subjects in CTMS
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