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Abstract

Objective: Based on Chinese Trial Registry (ChiCTR) and American clinical trial registry platform
(ClinicalTrials.gov), the situation of clinical trial registration related to traditional Chinese medicine
(TCM) treatment of AD were analyzed. Methods: The clinical trials of TCM for the treatment of AD reg-
istered by the ChiCTR and ClinicalTrials.gov from the date of library establishment until March 5, 2024
were searched, and relevant data were extracted and summarized and analyzed. Results: A total of 59
clinical trials about AD were finally included, first registered in 2004, including 4 countries or regions,
involving 83 registration institutions in 14 provincial-level administrative regions in China. The in-
cluded trials were mainly single-center trials, with a total of 38 items. The types of studies were pre-
dominantly interventional studies, of which were mainly randomized controlled trials (RCTs). Only
30 clinical trials have explicitly stated the use of blinding method. Intervention measures mainly in-
volved classical prescription, hospital preparations, Chinese patent drug and acupuncture. Outcome
indicators were mainly based on rating scales, and most frequently used scale were MiNi-mental State
Examination (MMSE) and Activity of Daily Living Scale (ADL). Conclusion: In recent years, the overall
number of registered clinical trials related to the prevention of AD in TCM is on the rise, but still rela-
tively few and it presents an uneven situation in the region. There are some problems in experimental
design such as insufficient rigor of the experimental plan, deficient use of blind methods and incon-
sistent diagnostic criteria for TCM syndromes. Researchers should be suggested to improve experi-
mental design and enhance awareness of experimental registration to provide high-quality evidence-
based support for the future treatment of AD with TCM.
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PR ER I (Alzheimer’s disease, AD) & —Fh HX 28 R Gu AT AR R, LW DR i AN B Affy, 228
%f)ﬁ!j\jl 1271 EFRES . WA EA R REGR[L], R TEF AR BAERE N D HUA b
IIEK:, ZFENENDEEM PR & EEREE N, AD BEMEE MRS L, 3 2050 FHE AD £
Wik 4250 T3 N[2]. %T AD BRI K AR 3L, H AT FDA fIHEMR 2500 2 53 0R5% I == Ak
FeN FITCHT AR B Ffr, I HiX 2P A me MR A i, R RBIZE AD BSEAR[3], RN
PR —EMEIER, 45 AD B3 S H 58 I AR 1% T B0 il — & RIS

AD TR JEHBE S iR JulE, F R 3 BT RN, ML, WO IR E 2 A IER, AL
Bk, RmkakE, TEHAA. ZHUEKITFREY, THEAGAHBEE AD KRR, SR INFER.
AT ONBRRGSE, FTREIAESE AD BE I A RE[4], BIUES2 3 2 ki . RIEBE 2 0mil, BHxhdE Bk
15 R I 5L Pfr Al HE ) DS T B R SR, BRI AR ROl . SRR R UEYE 1[5], {2 B AT B 2 A ORI R
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Figure 1. Annual distribution of the number of AD clinical trial registrations
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Figure 2. Country distribution of AD clinical trials
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Figure 3. Provincial distribution of AD clinical trial registrations in China
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Table 1. Distribution of sponsoring institutions for AD clinical trials
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Figure 4. Funding sources for registered AD clinical trials
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Table 2. Research categories in AD clinical trials
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Table 3. AD clinical trials by trial design
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Table 4. AD clinical trials by randomization method
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Table 5. AD clinical trials by blinding status
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Table 6. AD clinical trials by interventions
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Figure 5. Sample size characteristics in AD clinical trials
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Table 7. AD clinical trials by number of sites
2 7. AD eI O BE1ER

BRSO R TEAM A
1 38
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3.9. &EMIEIRER

Table 8. Assessment scales in AD clinical trials (Used > 2 times)
# 8. AD IR IEITF S ERIEAIR > 2 R)EAER

ek MU
SR A R 2
(MiNi-mental State Examination, MMSE)
HH iSRRI e R 32
(Activity of Daily Living Scale, ADL)
AR GBIV B - A -
(Alzheimer Disease Assessment Scale-Cognitive, ADAS-cog)
HRZE KA 2 »
(Neuropsychiatric Inventory, NPI)
SRR RSP A 2R 1
(Montreal Cognitive Assessment, MoCA)
tPEEAEIR AR R 10
PR 7 o
(Clinical Dementia Rating, CDR)
VL 2% LR BRI B Fe B B 5
(Pittsburgh sleep quality index, PSQI)
B SR I BRI PP R R 5
(Quality of Life-Alzheimer’s Disease, QOL-AD)
BT IR PG BRI UIE I B2 3 R 3
(AD-PES-11)
Zarit HRB 7 5% 3
(Zarit Burden Interview, ZBI)
R R 3
(Short from 36 questionnaire, SF-36)
HE L R U T T 2 ) D B 3
(Auditory Verbal Learning Test-Huashan version, AVLT-H)
HEA NG 3
(Trail Making Test, TMT)
B AR 2
(Symbol Digit Modalities Test, SDMT)
e 2 & 1 0 5
(Clock Drawing Test, CDT)
i 44 )

(Boston Naming Test, BNT)

DOI: 10.12677/tcm.2025.1412757 5263


https://doi.org/10.12677/tcm.2025.1412757

NI 59 T R Z5BiA AD I PRIRES &5 JRfebr O oA, IR K& 41 P ER, MASIK
>2 MV ERA 16 A, AR i 2 11N 1 2 8RR IR S K 2 8 2% (MiNi-mental State Examination, MMSE)
HIE A% BE /1822 (Activity of Daily Living Scale, ADL), 3t 32 WURIe 1/, AD IR ik 177 &= (il
RS > 2 )RS L 8.

4. ¥1ig

AR, WFEZPE AD AHCE AR MR Sk 2 B s, 2022 45, 2023 450510 12 T,
11 T, X a]fe SR E R Bl ™R, AD Bk R LR EH KA 58], MEMH X 25 18] 441 59 i
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IG5 R A ] SRR IR B R (2L, DR SO BRI PRI I 90 AR Ry S B T RS
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P v A PR E T LR AR P AL R RE @ 1A T A 4R A SN AR TR LR R AD BB REAIR[16]
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