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Abstract: Objective To investigate the key characteristics of “randomized controlled trials” (i.e., mentioned the “randomized”) of
Kanglaite Injection (%3473 41 for non-small cell lung cancer (NSCLC) and liver cancer published in the past five years, and to
evaluate the reporting quality of harms. Methods Relevant studies were collected by systematically search CNKI, WanFang,
PubMed, and Embase databases, and the time span was set from the establishment to April 11, 2023. Relevant articles published from
2018 to 2022 were included to summarize their key characteristics, and the CONSORT-Harms was used to evaluate the reporting
quality of harms and predictors of the reporting quality were explored based on multiple linear regression analysis. Excel 2019 with
Stata 17/SE was used for data analysis and plotting. P <0.05 and 95% CI excluding 0 were considered statistically significant. Results
A total of 59 relevant articles published from 2018 to 2022 were included, all of which were Chinese literature, and 15 (25.42%) were
published on journals indexed in CSTPCD. There were 51 articles (86.44%) about NSCLC, and the mostly reported intervention was
Kanglaite Injection + GP (gemcitabine + cisplatin) (35.59%); eight articles (13.56%) were focused on liver cancer, and the mostly
reported treatment was Kanglaite injection+TACE (transcatheter arterial chemoembolization) (6.78%). The correct randomization
method was reported in 34 (57.63%) studies and blind was mentioned in only one (1.69%) study. The sample size ranged from 30 to
289, but no study reported the calculation method. The number of authors ranged from one to eight, and the number of institutions
ranged from one to three. Fourteen (23.73%) studies received funding support, but none of the studies mentioned a declaration of
conflict of interest. There were also no studies that presented flow diagrams of subjects and used graphics to present harms. There were
significant problems regarding the reporting of harms in the included studies, particularly regarding the items 3, 4, 5, 6, and 9 of the
CONSORT-Harms items. Multiple linear regression analysis showed that the number of pages was a predictor of the reporting quality
of harms (B = 0.65, 95% CI (0.15, 1.15), P=0.01). Conclusion There are major problems in the methodology and harms reporting
in randomized controlled trials of Kanglaite Injection for NSCLC and liver cancer. It is suggested that researchers should refer to
relevant guidelines in the future to design, implement, and report such studies in a strict, standardized, and clear manner. Meanwhile,
academic journals should reduce excessive restrictions on the length of articles and strictly control the quality of relevant studies.
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Table 1 Main characteristics of included studies
REIE FEC (5 E/%) RHE A (5 E/2%)
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2018 17 (28.81) 30~60 11 (18.64)
2019 16 (27.12) 62~98 36 (61.02)
2020 8 (13.56) 100~289 12 (20.34)
2021 10 (16.95) FEABEITEITE CRIRE 59 (100)
2022 8 (13.56) BHEAZ O AT
P Y = 15 (25.42)
AN 240 i e 51 (86.44) % 44 (74.58)
JFF 8 (13.56) (= e
Tt 1 22 (37.29)
RSN +GP 5% vs GP H R G/ Akl 21 (35.59) 2~3 18 (30.51)
RESEHE+DP 5% vs DP HE G/ ki) 6 (10.17) 4~8 19 (32.200
FESEREHNP HZ vs NP FZE RN 4 (6.78) IRk E
FRESEHRE + sl kAT A2 2E vs IFBhAKILIT#2 28 (D) 4 (6.78) 1 50 (84.75)
FoAth 24 (40.68) 2~3 9 (15.25)
ibis an BIRARERs
KU, TPAT R 58 (98.31) =B 56 (94.92)
=8, PR 1 (1.69) B b+ A 3 (5.08)
BEBL 5% WL
LiERiR A 33 (55.93) 0.5~2.0 23 (38.98)
Y BEALAY 1 (1.69) 2.5~3.0 17 (28.81)
FoAth 7 (11.86) 3.5~55 19 (32200
K& 18 (30.51) B A
Hix H 14 (23.73)
WHE 1 (1.69) PR 45 (76.27)
PR/ 58 (98.31) ZRFREE () 59 (100)
FIREPS (RO 59 (100) EEEMzatEE () 59 (100)

GP J5 ZR s Fa Az + A, DP J7 AL FMIE A, NP 75 F KAREE 4 A

GP scheme was gemcitabine + cisplatin, DP scheme was docetaxel + cisplatin, and NP scheme was vinorelbine + cisplatin
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Table 2 Results of CONSORT-Harms assessment

CONSORT-Harms ¢ H R GHE%) R (hE%) B (%)
1. B HBWMERIE R aE 55k 50 (84.75) 0 9 (15.25)
2. BRI fEE 53k 50 (84.75) 0 9 (15.25)
3. R BN REFAS B F AP XT RE ) 9 (15.25) 19 (32.20) 31 (52.54)
4. PRI a5 BCEEIIAR 41T 0 10 (16.95) 49 (83.05)
5. R B UL RIS AT RS BRI 0 1 (1.69) 58 (98.31)
6. 4 Rk B LA G F R B Be iR T RS TR 2R 3 (5.08) 0 56 (94.92)
7. GRS E B 39 (66.10) 0 20 (33.90)
8. G KA A M FIA R B EXH R E 47 (79.66) 0 12 (20.34)
9. S5 HLR 1A 5 05 A SR AT ] A A AT AR R A 2 B 0 0 59 (100.00)
10. FSHeRESEE, FmiEmNIRRE, FEtkaEEFEREN 11 (18.64) 46 (77.97%) 2 (339
FhR IR
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Fig. 2 Predictors of reporting quality of harms
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