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Real — world evidence based clinical research on management of hepatocellular
carcinoma treated with TACE combined with Huaier Granules

Dong Deshuo Liu Zhaoyu

Department of Radiology Shengjing Hospital of China Medical University Liaoning Shenyang 110004 China.
[Abstract] Objective: To evaluate the efficacy and safety of Huaier Granules combined with TACE in management
of hepatocellular carcinoma ( HCC) and to assess relevant factors affecting prognosis. Methods: A prospective real —
world study was carried out in this research. During the period from September 2014 to December 2016 a total of 751
patients diagnosed with HCC were enrolled. Patients in experimental group were treated with TACE combined with Jin
Ke Huaier Granules and patients in control group were treated with TACE. The main observation indexes included
progression free survival ( PFS) and adverse reactions caused by Huaier Granules. Results: Up to June 2017 678 pa—
tients were eligible for evaluation the overall median follow — up time was 282 days. The median progression free sur—
vival of 330 patients in experimental group was 381 days while the median progression free survival of 348 patients in
control group was 237 days. By using Kaplan — Meier analysis the difference between the two groups was statistically
significant ( P = 0. 000 3) . In experimental group COX regression analysis showed the independent predictors of
tumor progression after TACE were Child — Pugh grade and with or without portal vein tumor thrombus. During the fol—
low — up time different adverse effects occurred in 31 patients using Huaier Granules which mainly included nausea
and vomit. All the adverse effects relieved spontaneously without special treatment. Conclusion: TACE combined with
Huaier Granules is effective and safe in management of hepatocellular carcinoma and is worthy of clinical promotion.
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Tab. 1  Comparison of baseline data of experimental group and control

group n( %)

Experimental group  Control group

Index

(n =330) (n=348)
Aﬁz ?)t entry( years) 59.8(9.3) 50.5(9.6)  0.6122
Gender 0.3984
Male 272(82.4) 278(79.9)
Female 58(17.6) 70(20.1)
BCLC stage 0.4276
A 104(31.5) 104(29.9)
B 168(50.9) 169( 48.6)
C 58(17.6) 75(21.6)
Child - Pugh grade 0.1971
A 278(84.2) 280( 80. 5)
B 52(15.8) 68(19.5)
AFP( pg/L) 0.0290
<400 230(69.7) 215(61.8)
=400 93(28.2) 125(35.9)
No data 7(2.1) 8(2.3)
Bilirubin( pmol /L) 0.6616
<17 158(47.9) 173(49.7)
=17 170(51.5) 174( 50.0)
No data 2(0.6) 1(0.3)
Albumin( g/1) 0.9511
<36 97(29.4) 104( 29.9)
=36 229(69.4) 243(69. 8)
No data 4(1.2) 1(0.3)
ALBI grade 0.8603
1 147(44.5) 155(44.5)
23 179( 54.2) 192(55.2)
No data 4(1.2) 1(0.3)
AST/ALT 0.1631
<2 301(91.2) 306( 87.9)
=2 29(8.8) 42(12.1)
Extrahepatic disease 0.3871
No 321(97.3) 338(97.1)
Yes 9(2.7) 6(1.7)
No data 0(0.0) 4(1.1)
PVTT 0.5311
No 323(97.9) 338(97.1)
Yes 7(2.1) 10(2.9)
:BCLC ; AFP ; ALBI -
; AST JALT
, PVTT

Note: BCLC means Barcelona clinical liver cancer staging system. AFP
means alpha fetoprotein. ALBI means albumin — bilirubin grade. AST
means aspartate amino — transferase. ALT means alanine amino — transfer—

ase. PVTT means portal vein tumor thrombosis.
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Fig.1 CT images and intraoperative DSA radiography in patient of experimental group
A: Preoperative plain CT showed a massive hepatocellular carcinoma in the right lobe of the liver. B: Intraoperative DSA showed tumor staining in the
right lobe of the liver. C — D: An enhanced CT was performed after two treatment cycles and the arterial stage imaging showed dense lipiodol accumu—

lation with central necrosis.

A-B: CT ;C=D: CT HCC

Fig.2  CT images in patient of control group
A - B: Preoperative enhanced CT showed a massive hepatocellular carcinoma in the right lobe of the liver. C — D: An enhanced CT was performed after

two treatment cycles and the arterial stage imaging showed sparse lipiodol accumulation and an obviously enhanced nodule.
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Tab.2 COX analysis of prognostic factors in experimental group
Univariable Multivariable
Index Hazard ratio Hazard ratio
(95% confidence interval) P (95% confidence interval) P
BCLC stage
A
B 1.29(0.91 ~1.82) 0.1543
C 2.16(1.38 ~3.40) 0.0008
Child - Pugh grade
A
B 1.57(1.07 ~2.30) 0.0223 1.49(1.01 ~2.20) 0.0434
AST/ALT
<2
=2 1.61(1.01 ~2.56) 0.0472 1.49(0.93 ~2.40) 0.0998
PVTT
No
Yes 3.24(1.43 ~7.33) 0.0048 2.59(1.11 ~6.05) 0.0275
Albumin( g/L)
<36
=36 0.93(0.67 ~1.29) 0.6517
Bilirubin( wmol /L)
<17
=17 0.87(0.65 ~1.18) 0.3690
AFP( pg/L)
<400
=400 1.27(0.91 ~1.78) 0. 1631
Extrahepatic disease
No
Yes 1.59(0.65 ~3.89) 0.3046
Age 0.99(0.98 ~1.01) 0.4420
Gender
Male
Female 1.27(0.84 ~1.92) 0.2493
ALBI grade
1
2/3 0.91(0.67 ~1.23) 0.5309

Note: Only variables eventually enter the model using multifactor analysis of stepwise regression method is shown( the standard of variables

entering and remaining in the model is P <0.1) .
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