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Abstract: To collect the randomized controlled trials (RCT) of traditional Chinese medicine in the treatment of Sjogren’s syndrome
(SS) published in the past decade, and analyze the research characteristics and outcome indicators of clinical trials of traditional Chinese
medicine, provided a reference for the design of randomized controlled trials of traditional Chinese medicine in the treatment of SS,
and laid the foundation for the construction of the core indicator set of traditional Chinese medicine in the treatment of SS. Methods
Through China National Knowledge Infrastructure (CNKI), WanFang Data Knowledge Service Platform, VIP, Sinomed Biomedical
Literature Service System, PubMed, EMbase, Cochrane Library and Web of Science Randomized controlled trials on the treatment of
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SS with traditional Chinese medicine included in Springer's domestic and international electronic databases from January 1, 2015 to
March 10, 2025, and the basic information and outcome index information of the literatures that met the criteria were statistically
analyzed. Results Ultimately, 96 RCT were included, with a total sample size of 7 268 cases, reporting eight types of intervention
courses ranging from three weeks to 24 weeks. The analysis of outcome measures revealed that there were five categories of outcome
domains, including two TCM syndrome outcome measures (53 times, 6.00%), 21 symptom/indicator outcome measures (249 times,
28.20%), 57 physical and chemical indicators (396 times, 44.85%), 6 quality of life outcome measures (11 times, 1.25%), and 9 safety
event outcome measures (174 times, 19.71%). The top six most frequently used indicators were immunoglobulin G (62 times, 7.02%),
erythrocyte sedimentation rate (55 times, 6.23%), clinical (total) effective rate (51 times, 5.78%), C-reactive protein (47 times, 5.32%),
TCM symptom score (39 times, 4.42%), and the EULAR Sjogren's Syndrome Disease Activity Index (ESSDAI) (36 times, 4.08%).
Conclusion The current RCT on TCM treatment of Sjogren’s syndrome have problems such as non-rigorous randomization, lack of
blinding, and insufficient basis for sample size estimation, which affect the reliability of the results. In terms of outcome measures,
there are problems such as large differences in the number and frequency of indicators, unclear primary and secondary indicators, lack
of TCM characteristic indicators, inconsistent evaluation standards for efficacy, inconsistent measurement time points, disconnection
between biological indicators and TCM theory, and insufficient safety reporting. It is necessary to establish a core outcome set for TCM
treatment of SS through multi-center collaboration, including syndrome differentiation and TCM characteristic indicators, to clarify
key evaluation indicators and improve the quality and evidence strength of TCM research.
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Table 1 Statistics of intervention measures in observation group and control group
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Table 3 Classification of TCM syndrome differentiation standards
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Table 4 Classification and frequency of outcome indicators

FRbr LR i H 44 5K fil X

P R JPE oI A AE LV 2) HEERAR 2 39
HR IR 5 14
JEARMHEBAE G053 UL AR L VLA 1 B 1] 27
Schirmer iR %
R I 2R
S T R O R
B[l RS
AR R
FRASMERIR R
H AR M R
SRR IR B
ST R VR I TR
W Y A
HItE
TR
PEF e
FAhTT BB bR 1+ VAS 1743
IRT VAS 34>
KT VAS 4
I AR 3L IR () AR
R R 0O
PIRIEBN TR EAEBIR IS B TE L (ESSDAI) 36
TR EIE B E RS e E (ESSPRI)
HAL TR R G J% 4T Treg 41l
Th17 41
CcD8*
CcD4*
CD19*
CcD3*
CD4*/CD8*
CD16*56*
CD5*
CD4
CD3
CcD8
TP AR HIEBREH G (19G)
MmJt (ESR) 55
C &M H (CRP) 47
HIEERE A (IgA) 29
HIEEREE M (IgM) 25
FENREBHE T (RF) 19
FMA C3 12
M C4 12

NOW N R WW W wWwwWw s SN NN

|l Al
©

w
P R, P NN DN WO OO NN

(o]
N




$F 49 E5F 1

2026 51 H %¥ryhak . Drug Evaluation Research

Vol. 499 No. 1 January 2026

=311

z48)

FRbRIK

FRbR 0

T H 45

fil PR

HAL bR

A

J

=
==X

PP RAETEDR

I BER AR 2 F AR

) UIS

BHAT

eI T BE TR bR

HLfR St
ER VA CiEE

Mtk T Ih6E
i

g R

Pt SSA Btk

¥t SSB Hitk

ANA Hif&

HEE C-J MR H (hs-CRP)

MmiEERE A

2120 R AR

/MR R EER

FI4H A 317 (IL-17)

A4/ 2%-10 (IL-10)

4/ -6 (1L-6)

y FHE (IFN-y)

B-4H s K+ (BAFF)

T2 -a (IFN-0)

% ¥ B (NF-kB)

H 4 F-4 (1IL-4)

JHIRI SR FE R F-0 (TNF-a)

H 4/ -1 (IL-1B)

H 4/ %-17 (IL-17)

CXC &1L R FHi {4 13 (CXCL13)

Toll #5244 9 (TLR9)

Toll #5321k 4 (TLR4)

NOD #5245 FIBAH DG B 1 3
(NLRP3)

Caspase-1

GSDMD

KIBIEE H 5 (AQP5)

IS e i g R I [E] (PT)

TR 4 R RERT R (APTT)

HEMLEE S TA] (TT)

A4 EAE (FIB)

D-—%k (D-D)

Na*

K

Na*/K*

MiEHN Z# (MDA)

BEMAYEALEE (SOD)

SPrEMEEJ) (T-AOC)

WAL 2 T i 12

FEEEITERE (SAS)

g RER I £ ) 45 3% SF-36

AL A VFER (SDS)

DU IR R &R

A VT4

AT R R R AR

8

P P N w o~

= e
o N

e L S S S S ORI CRRC RN NS

BN R W R W R R R R R R R NMNNNMNNMNODNDR R




«312- F49EF1H 2026518 %¥r34ak £ Drug Evaluation Research Vol. 49 No. 1  January 2026

x4 &
FEbR b5 I T H 495 fi AR
ZA Vgt AR W K2 Bl X LA, i 43
ICRPNE £
LA TSRS 15 AR 26
PR 25
KA 25
JHE Thee 26
L L ] 20
AR e Ao 5
Ll 2E A ARAE
i Fy 1
x5 TRERMELRSER
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Table 6 scoring rules for TCM syndrome/symptom scores
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