W R 2R 202242 A5 43 B5H 2 1) http: //www.ajsmmu.cn
Academic Journal of Naval Medical University, Feb. 2022, Vol. 43, No. 2 e 219 -

DOI:10.16781/j.CN31-2187/R.20201377 ° %’Z/%%% ¢

— R EE AT AE X5 S B M SN AR T3 M A RV IR PRUR

B, B F, A4, SRS
i AW R m R B, TR 200030

[(WE] a6 HiT—REEHTHEEAXD R E N2 AR, T AWROyRENE.
Ly BEHL, SEATXT R JER ARSI PRI, R XA REALAE 7 R A T REDL AL L. #EFE 2017 4F 1 H & 2019
4 6 A e RSl R AE IR MR BE Be s 32 it DI BR AR IR Y BLAR S HEA T B PR 205 [ 4 JR 3 72 BPE R xd 42, A die
BEHLALZR ML BedE ARIR 2 50T R, 45 36 ). RIS 2 R — Al F Ui b X5 | e e . o R 2R A
— YR FH o s A X5 3 K B A 7 B RS PN SR/ SRS 3, EESE 25 (FAS) | fFA &% (PPS) |
LRBYRE (SS) WML M TR AUR (KRR E RAFR) | 515808 (MiRIRE BRI ) %tk
& F AU 72 BlREIR, A 3 G E RER AR I T AEARE T LASIE, JIBRZEA 4.17% (3/72) . FAS KT
A 72 B2 E TN A, KR AR 145 36 195 PPS Sk H 3k 69 4, XFHAL 36 ). KB4 33 #l; SSZikH
72 5, X HERL AL 4% 36 Bl FAS JAr 45 5 I8 i tof A 20 36 4 g s AU MR &2 S 43R 24 100.00% (36/36)
e R PE MG 7.00%, WH2H 3] 2448 H7 0.00% (95% CI 0.00%~0.00% ) , T PR A2 XHE AL TAE % Sobk 5l *f
W 2 5 48 0 2 i 9 6 5 BL B 2R 45 ) R 69.44% (25/36) il 72.22% (26/36) , W5 2H ] 14 25 {8 K 2.78% (95% CI
—1821%~23.77%) , ZF TG it X (P>0.05) . PPS /M4t 5 o, X BB 2H g Jes B & B 472 100.00%
(36/36) , IRH4H K 100.00% (33/33) , FMZHFIZEE N 0.00% (95% CI 0.00%~0.00% ) , H TFBRAIZFHEIRTIES
P FUE ;W IR SR 4 Il K R B U840 51K 69.44% (25/36 ) H1 69.70% (23/33) , PIZHIAIHYZE(E K 0.25%
(95% CI —21.48%~21.98% ) , ZR TG IH2FE L (P>0.05) o SS/MTEs R B, A 7 rhi g 41 i i i
— UM T s s P X | e e e ) L T P ) b s P 25 K DR 3 v 3 R A, B2 PSR R AR B, IR
EHREARNRRN S, Eda BSMEFTFARBF ARG — R T3 5 e E s . 51 8CR
RAf, Zatkir, JEMs A= KBGO AR i xh7E, B,

[x#ER] MHMRHFEAR; BIWA; THEAGI0M; A& 0

[HES3ES] R655 [XEFRER] A [XEHS] 2097-1338(2022)02-0219-05

Clinical effect of a disposable dry-sealed thoracic drainage device after thoracic surgery

ZHOU Hai-yan, YIN Qing, ZHOU Ming-zhou, FAN Li-min”
Shanghai Chest Hospital, Shanghai Jiao Tong University, Shanghai 200030, China

[ Abstract ] Objective To verify the safety and efficacy of a dry-sealed thoracic drainage device. Methods This
study was a prospective, single-center, randomized, parallel controlled, non-blind and non-inferiority clinical trial. Block
randomization was used. A total of 72 patients who received lobotomy and postoperative thoracic drainage in Shanghai
Chest Hospital of Shanghai Jiao Tong University from Jan. 2017 to Jun. 2019 were selected and randomly assigned to
experimental group and control group, with 36 patients in each group. The experimental group used a disposable dry-sealed
thoracic drainage device, and the control group used a disposable thoracic drainage bottle for gas and/or fluid drainage in the
pleural cavity. Full analysis set (FAS), per-protocol set (PPS) and safety set (SS) were set up to evaluate the effect of fluid
drainage (recovery rate of pleural effusion), ventilation effect (good recovery rate of lung inflation) and safety in the 2 groups.
Results Among the 72 cases, 3 patients were excluded because their hospitalization age exceeded the inclusion criteria, and
the exclusion rate was 4.17% (3/72). FAS included all 72 subjects, 36 in the control group and 36 in the experimental group;
69 subjects in PPS, 36 in the control group and 33 in the experimental group; and 72 subjects in the SS, 36 in the control group
and 36 in the experimental group. The results of FAS analysis showed that the good recovery rate of pleural effusion was

100.00% (36/36) in the control group, and that in the experimental group was 100.00% (36/36); the non-inferiority margin was
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7.00%, the difference between the 2 groups was 0.00% (95% confidence interval [CI] 0.00%-0.00%), and its lower limit
absolute value was lower than the non-inferiority margin. The good recovery rate of lung inflation was 69.44% (25/36)
in the control group and 77.22% (26/36) in the experimental group, and the difference between the 2 groups was 2.78%
(95% CI —18.21%-23.77%), showing no significant difference (P>0.05). The results of PPS analysis showed that the
good recovery rate of pleural effusion was 100.00% (36/36) in the control group, and that in the experimental group was
100.00% (33/33), with the difference between the 2 groups being 0.00% (95% CI 0.00%-0.00%) and the lower limit absolute
value being lower than the non-inferiority margin; the good recovery rate of lung inflation was 69.44% (25/36) in the
control group and 69.70% (23/33) in the experimental group, and the difference between the 2 groups was 0.25% (95% CI
—21.48%-21.98%), showing no significant difference (P>0.05). SS analysis results showed that the dry-sealed thoracic
drainage device and the closed thoracic drainage bottle both had good sealing performance during the whole experiment,
the connecting port did not fall off, and there were no clinical adverse events. Conclusion The application of dry-sealed
thoracic drainage device in postoperative patients plays positive roles in fluid and/or gas drainage with good safety. It is a good
supplement to the drainage method of water-sealed thoracic bottle and worthy popularizing.

[ Key words | thoracic surgical procedures; drainage; dry-sealed drainage bottle; water-sealed drainage bottle
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