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[ Abstract] This study analyzed the outcome indicators in randomized controlled trial (RCT) on Chinese medicine as adjuvant thera-
py for severe pneumonia in the past years, laying a foundation for the design of clinical trials on and construction of core outcome set
(COS) for severe pneumonia. To be specific, related RCT was retrieved from CNKI, Wanfang, VIP, SinoMed, PubMed, EMbase,
Cochrane Library, Web of Science, Chinese Clinical Trial Registry, and ClinicalTrials. gov (from January 1,2011 to April 9,2022).
Then data in the trials were extracted, and the quality of included RCT was assessed according to Cochrane handbook, followed by de-
scriptive analysis of the use of outcome indicators. A total of 11 833 articles were screened out, and finally 34 RCTs were included (2
were protocols). The included trials involved 109 outcome indicators with emergence frequency of 320, which were mainly classified
into 9 categories: physicochemical indicators (54, frequency 167) , time to achieve the efficacy (15, frequency 38) , clinical effective
rate (10, frequency 36) , quality of life (11, frequency 35), symptoms and signs (7, frequency 18), traditional Chinese medicine
(TCM) syndrome (4, frequency 13), safety (3, frequency 8), economic evaluation (1, frequency 1), other indicators (4, frequen-
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cy 4). The indicators with high frequency followed the order; total effective rate, arterial oxygen partial pressure, C-reactive protein,

white blood cell count, arterial blood carbon dioxide partial pressure. A total of 5 articles (14.71%) reported the main outcome indi-

cators and 11 articles (32.35% ) adopted the efficacy on TCM syndromes as the outcome indicator. There are many problems in the se-

lection of outcome indicators in RCT on the treatment of severe pneumonia with Chinese medicine, mainly manifested as the disregard

of clinical endpoint indicators, the inappropriate selection of surrogate indicators, and the non-standard evaluation criteria for the effica-

cy on TCM syndrome. It is suggested that the evaluation system for the efficacy of Chinese medicine on severe pneumonia should be es-

tablished in accordance with the method for international COS to improve the quality of clinical trials.
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Table 1  Diagnosis standards for severe pneumonia
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Table 2 Classification and frequency of the outcome indicators

LN S febn/Nrk iR ATy s Bk SR %

FRALAG I RAEH T C-JZ i 26 [ (CRP) [10-11,18:19,23-32] 14 41.18
Héﬂﬂﬂ@ﬂ“ﬁ[(WBC) [10-11,22,25-28,30-34] 12 35.29
l’]éﬂﬂﬂ@jl\i-6(IL-6) [12,15-16,19,21-23,27,35-37] 11 32 35
Hq]ﬁ"gﬂ:%w%_a(TNF_a) [12,15-16,19,21-23,27,32,35-36] 11 32 35

l‘%%@?ﬁ( PCT) [10,15,17-18,23-25,29,31-32] 10 29 41

T 34k L0 40 S i e 16019-23.32,35-36) 6 17.65

Fh L 20 7 43 b 223033 3 8.82

R 10 400 i 37 e 233536 3 8.82

A 2 A (2224 2 5.88

FI4L A Z-18(TL-18) (2231 2 5.88
T 251 (IL-1) 353 2 588

T4 2y (IFN-y) [22:37] 2 5.88

L 375 MG 3014 L 2K P24 % 1k (RAGE ) 1) 1 2.94

ET AR A B1(HMGB-1) 1) 1 2.94

CD1 1h+Hh ks 40 g b il L1 1 2.9

A M B 25 0 L fih 5% -1 (STREM-1) 1) 1 2.94

FIANf A 213 (1L-13) 17 1 2.94

T Z-a(IFN-a) [ 1 2.94

A 217 (1L-17) 12 1 2.94

54k A K I F-B( TGF-B) [V 1 2.94

AL C R (hs-CRP) 133 1 2.94

FI A A 2 -2( TL-2) B7) 1 2.94

SBKITAT BB AR (Pa0, ) (1010182922128 3230 15 412
Bk i LB (PaCO, ) [10:12:16,18,23,25,28,32-33] 12 35.29

’i%?ﬁ’&( Pa0,/Fi0,) [15,18,23,25,27,32,34,38-39] 9 26. 47

IR E AL FIEE (Sa0, ) [10:12:14,23.33-34] 6 17.65

Fkil pH! 1416187 3 8.82

B MLFLIR (Lac) 1 1 2,94

i fie 551 B IR AR (FEVT) 14152 3 8.82
Ry e i B S (MY V) 1419 2 5.88

FH i 3 = (Fv e ) L2 2 588

PB4 J ( PEF) 14 1 2.9

FHFIEA 75 9% M7 5 9 W 137 5/ P 9P 25% LA ST 2 O BRI 9 B (MEF75/25) 1) 1 2,94

Jifi e (ve) ) 1 2.94

Iifgsk <t (FRC) [ 1 2.9

I A=4k KA G MBS EE(AST) 1) 2 588
BRERARE B (ALT) [ 2 5.88

WL ( Cr) 1133 2 588

JRZ % (BUN) M 1 2.94

BEIM. D-Z %4 (D-D) 4 1 2.94
5 A 4356 1 5 ] ( APTT) 40 1 2.9

/MR PLT) [0 1 2.94

1L E EH#EZE (sE-selectin) (40] 1 2.94

ML I A R (vWF ) 140 1 2.94

P 4 T g RIS SIS i) (R ) T4 1 2.94
[ s i) (K ) L) 1 2.94

BRI R 2 (o f7) 140 1 2.9

BE I IR (MA {f) L) 1 2.94

{5518 B BEASTENLEE 3 34 ( PI3K) mRNA 25k 1 2.94
20 O 145 18 ( ERK) mRNA 263401 1 2.94

e-Jun ZHAHHE(INK) mRNA 5511 1 2.94

22 B4 UG AR (1 1( BMK1) mRNA ik 1 2.94

MR ARy R 1 2.94
JifigH gLt £ 40 HE/ S e AL e (5,136 1 2.9
II{E%{‘T‘;:&“;]"‘@ *}Lbﬁiﬁ/‘:\‘ﬁ#rﬂ[18,21‘23—24,29,31,33,41] 8 23 53
ICU /\,B‘EETJ.I‘EHL18,21,23-24,31,33,41J 7 20 59

SRR L0 1 14.24.29] 5 14.71
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2E3R2
S Y et AT Ty
B i g 14232042 4 11.76
i el /AR B g L1423 2 5.88
WS/ % 2 e i 1423 2 5.88
38 T 3 2 i ] 129421 2 5.88
5 PR i ] £ 1 2.94
S LA e e 1) 1 2.9
IR A A i 14 1 2.94
PRI T ek s i) 12 1 2.9
figg it ) (2] 1 2.94
L 4% S i [ 22 1 2.94
R BERA AR ) 1 2.94
W22/ W5 T SR e i 42 1 2.94
|Ifﬁ%ﬁ§i$ Ilﬁ}-“‘%\ﬁéj{%—d]0-12,14-]5,19,2],25-26,28-30,32,34-36,39,427 ]8 52 94
%%%[9,]4,l7-18,20,24,30-31,41‘] 9 26 47
IR A S e A 12333 2 5.88
IR IR 1 2.94
A R 1 2.94
i 46 77 2R T 4 i 3 R L4 1 2.94
ARV 4y i 2 41 1 2.94
5 R B SR AT (SOFA ) B4 KUK R 141 1 2.94
L B RS M BRI (APACHE) T FE4 B R 41 1 2.94
S B YOI I LA AT A gte A L41) 1 294
A R R P AR FS P R L ( APACHE ) T34 1213,17,21,23,30:32,38-41] 12 35.29
Ilﬁﬁﬁlh%ﬁﬁzzﬁgﬁ(CPIS)_L;I}j%[13,2()—21,23,25—26,31,41] 8 23 53
FE B P E IR Al T (SOFA ) 34393041 3 8.82
Murray s3T5 1341 2 5.88
4 B ST IR AE (SIRS) $E43 L1741 2 5.88
Marshall #f43(20-41) 2 588
Jiti ¢ 7 T 5 K ( PSI) B4 2441 2 5.88
o DX BJEASHP I 6 165 R I A 37 4545 )= ( CAP-CRO) 1 1 2.94
CURB-65 1433 1 2.94
THRE W PR WS T 5 (CPOT) 1431 1 2.94
Richmond J30-4#H (RASS) #4313 1 2.94
ﬁ’UﬁﬁWﬂ: 12'§?J:EH|IL22,27—28,3U,32,34J 6 17 65
I 57 3 [ 29-28,,30.33) 4 11.76
1[}%[25,28,30,33] 4 11 76
Heg 10! 1 2.94
BNV Z3E B 3 1 2.94
iy %] 1 2.94
B K E (MAP) 1 2.94
B IE TR H B AR 4 15+17.20-21.23.,25.57.39] 8 23.53
g o iR 10:23.37] 3 8.8
g FE 1 2.94
R AU 2 1 2.94
L sxtk TR BLIS I g A 4 [19019.23.33 4 11.76
T A VEFE AR (O AL T g /MR ) 102434 3 8.82
KR FE (B it L) 1) 1 2.94
LTS Ty 1 2.94
HAbEFR HUAE 2 0 12 1 2.94
Hi A 06 A B 1 2.9
R 1 2.94
R BUR B 1 2.94

AR o e B HELE BT 15 47 B9 45 SR AR An i

YR PR S A B8R S K LA 73 T (Pa0,) | G-
H I (CRP) (AT A (WBC) | shlik i — 4 b ik

I (PaCo, ) | 2Pk A B 2 08 PR FRIR B (acute
physiology and chronic health evaluation, APACHE) Il
PEAY 40 4 -6 (interleukin-6, IL-6) 8 IR 3E
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Al F-a( tumor necrosis factor-ar, TNF-ar) | [ 55 2% Ji |
SAETREC R AEAS HUAHE I ) |l DA fii 750 Je e it
%% (clinical pulmonary infection scale, CPIS) #/53  H
BEIEAERL S ICU AfERTE],

2.4.2 FEHWESRES HAR 34 I RCTs
5 T (14.71%) i &5 1 FE L85 /48 br, Hoar 29 i
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