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A Double - Blind , Randomized , Multi — Center Clinical Trial of Shennong Zhentong Paste in

the Treatment of Rheumatoid Arthritis
GAN Shuguang’ ,WANG Yulai’,XIONG Yongjian' ,RUAN Changyou',PENG Fangwei®,ZHANG Tianying’,ZHENG Xiaoyue® ,XU Shigiang’
(1. Huangshi Yanwu Pharmaceutical Co. ,Ltd. ,Huangshi,Hubei,China 435000; 2. Huangshi Central Hospital ,Huangshi,Hubei,China 435000;
3. Department of Pharmacy ,Medical College,Wuhan University of Science and Technology ,Wuhan,Hubei,China 430065)

Abstract: Objective To investigate the clinical efficacy of Shennong Zhentong Paste in the treatment of rheumatoid arthritis (RA).
Methods A double - blind, randomized, positive controlled, multi — center clinical trial was conducted. A total of 96 patients with
RA were divided into the experimental group (72 cases) and the control group (24 cases) according to 3:1 through the stratified
and segmented randomized method performed by the SPSS software, and they were divided into the full analysis set (FAS)
population, the per — protocol set (PPS) population and the safety set (SS) population respectively. The patients in the experimental
group were given Shennong Zhentong Paste,while the patients in the control group were given Huoxue Zhentong Paste. The patients
in the two groups changed Paste once a day for 14 d. Results Two cases were excluded and one case was lost, all from the
experimental group. A total of 94 patients in the two groups were included in the FAS population analysis (only excluding the ”
excluded” patients) , 93 patients were included in the PPS population analysis (excluding "excluded” and "lost” patients) ,and 96
patients were included in the SS population analysis (only excluding "lost” patients). The total effective rates of FAS population
and PSS population in the experimental group were 82.86% and 84.06%, which were significantly higher than 62.50% and
62.50% in the control group. Compared with those of the FAS population and PSS population in the control group,the traditional
Chinese medicine (TCM) syndrome score,the pain degree score,and the individual TCM symptom scores of joint pain,poor flexion
and extension,and dry skin in the experimental group were significantly lower (P < 0.05). The white blood cell and urine white
blood cell counts in the two groups were significantly improved after treatment (P < 0.05). There was no significant difference in
the incidence of adverse events and the proportion of combined medication between the two groups (P > 0.05).
Conclusion Shennong Zhentong Paste in the treatment of RA can improve the TCM syndromes and relieve pain.

Key words:Shennong Zhentong Paste ;rheumatoid arthritis;clinical trial;clinical efficacy;safety;multi — center
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Tab.1 Classification and scoring method of main symptoms of

TCM syndromes
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Tab.2 Classification and scoring method of minor symptoms of
TCM syndromes
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Tab.3 Demographic characteristics and vital signs of included

patients
- K4 Sy .Fisher/ Pk
(n=170) (n=24) Wilcoxon / 118

A (F [, ) 14/56 2122 0.23
F#(X s 5) 49.60+10.25 48.04+8.32  -1.03  0.30
FHX £5,0 161.79£7.27 162.38+5.83  -1.04  0.30
HREEX + skg) 50.85+7.00 57.51+7.64 155 0.12
KR (X £5,%C) 36.53£0.205 36.50£0.21  -1.59 0.1l
SRR (X 25,k /%) 19.10:1.40 18.96+1.81  -0.61  0.54
SEX s, K1) 71.51+8.41 70.17+7.73 -0.80 0.4l
WA E(X +£5,mmHg)  122.50£9.70 121.04£9.09  -0.20  0.84
AHE(X £s,mmHg)  81.21£9.34 81.25:6.30  -0.32  0.75

F4 AARBABEERFEIERRILE (X £5,4)
Tab.4 Comparison of TCM syndrome scores between the two

groups (X s, point)

‘ FAS(n=94) PPS(n=93)

i EABRAn=10)  #BANn=24) HKBAG=60) ABA(=24)
RBH 15.7946.33 15.21£7.63 15.74£6.36 15.21£7.63
R & 6.196.59" 8.79+6.89' 6.00+ 6,45 8.79+6.89'
2 9.60 4. 18" 6.42£4.29 0.74+4.04* 6.42+4.29

A5 AWM BT LA,
0.05.%6,8,9F .

Note: Compared with those before medication, P < 0. 05; Compared
with those in the control group,”P < 0.05 (for Tab.6,8-9).
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Tab.5 Comparison of clinical efficacy between the two groups
[case (%) ]

FAS(n=94) PPS(n=93)
i RBA WBA MM "B B4 O "
(n=70)  (n=24) f (n=69) (n=24) &

A 20028.57)  3(12.50) 20(28.99)  3(12.50)

2a 0 21030.00)  2(8.33) 21(30.43)  2(8.33)

Ri 17(24.29)  10(41.67) 11.25 0.00 17(27.64) 10(41.67) 11.69 0.00
ka 12017.14) - 9(37.50) 11(15.94)  9(37.50)

BAR 58(82.86) 15(62.50) 58(84.06) 15(62.50)

®6 MARERBFEMEELE(X+s,5)

Tab. 6 Comparison of pain relief degree between the two groups

(X £ s,point)

H FAS(n=94) PPS(n=93)
KEA(n=70) SEAGn=24) KEA=69) FRA(1=24)
AHA 5.23+1.74 5.08+1.41  5.25+1.74 5.08+1.41
R#E  0.93+1.39°  1.88+1.54°  0.88+1.35°  1.88+1.54'
A 430197 3.20£1.35 436191 3.20+1.35
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ZH 5% R AR (1.43% 0, P > 0.05) . 3) & 2%
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Tab.7 Covariance analysis of the integral

— difference of TCM syndromes

L FAS(n =94) PPS(n =93)
FarAe BAWE HHE  FE P FHxA BAWE HHZE  FE  PHA
A2 130. 09 7 18.58  12.67 0.00 127.27 7 18.18  12.81 0.00
s 6. 89 1 6. 89 4.70 0.03 5.68 1 5.68 4.00 0.05
28 5 10. 35 1 10. 35 7.06 0.0l 8.90 1 8.90 6.27 0.0l
s X 28 5] 12.08 1 12.08 8.24 0.01 10. 57 1 10. 57 7.45  0.01
K28 £ A -F 3418 (95%CI) (3.83,4.77) (3.90,4.82)
xF PR 28 2 A8 P 348 (95%CI) (2.64,3.78) (2.64,3.78)
4818 ZAA-F 3418 (95%CI) (0.23,1.95) (0.31,1.99)
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Tab.8 Comparison of individual TCM symptoms between the

two groups (X s, point)

&9

MEEERE ABESR,CRP,RFIT AL (X +5,4))

Tab.9 Comparison of ESR,CRP and RF scores in different

populations (X * s, point)

FAS(n=94) PPS(n=93) FAS(n = 94) PPS(n=93)
AE RBa A RBA A R RB4 RA ity R4
(n=70) (n=24) (n=69) (n=24) (n=10) (n=24) (n=70) (n=24)
FEAHA ORBW 403:130  3.83:155 403131 3.83£155 ERnm/h)  ABH  24.65£10.99  21.91520.07  4.65£19.9 21912007
AHE 0042135 1L92:125  0.90£13" 1922125 ABE  2.40£20.05 19911616 2.40£20.05  19.91£16.16
Efh 3.09:143%  LO2:150  313£139° 192150 EfE 0 290+15.14 2482917 230+ 1.86£8.89
£HWEK ORBY 297:169 2832155 2.96+170  2.83:155 (RP(mg/L) MK 263823096  25.97:34.27  25.80:30.80  25.97:34.7
AHE L3151 133152 1L3Bsl4 1332l ABE 070 08304 17306 2843047
A L60£130 130135 L62£130 150135 o -LTIE60 409£18.06 -173:2.9  401£18.46
EBRA RHH 297131 292+ 29:131  292:13 RECIU/m) A 9L67+6183  11L.06£52.08  90.4861.47  111.06+5208
AHE  L17:142° 1831310 L16:143° 183131 ABE 0785017 10LT25070  80.58+58.74  10L72£52.71°
A L80£13° L08:L3  L83:l3°  L08xL32 B 0.88+19.00 13582844 0.89£19.36°  12.77:28.80
Rt R#HW  L77:146 208:1.50  278:146  2.08£1.50 £10 BEEE SRR SBETETWI6(%) ]
R%E  0.70£132  L00£L18 0.70£L32°  L00:L1§ Tab.10 Changes of white blood cell and urine white blood cell
A 2.06+1.48 1L08+1.18  2.09+1.47 1.08+1.18 in the two groups [case (%) ]
AR RHH 146£170 1502198 142168 1.50+1.98 Bh | Ef-E%  E¥-FF FE-ER O RE-RF OPH
RA%E  1.40:1.68 1.50+1.98  1.36+1.66 1.50+1.98 aar  RBEAG=6)  60(86.96) 1(1.45) 3(4.35) 5(17.25)
A 0.06£0.3  0.00£0.00  0.06£0.34  0.00+0.00 B HBAG=D) 180826 00) 521 00) h
RTR%  ABH 0.33:0.63 071104 0.30£0.60  0.71¢1.04 Kok RBAG=6) 9.9 00) 70061 0(0)
RHE  0.27:0.56  0.50+0.88  0.25+0.5  0.50£0.88 O ABRAG=2) 1808200 28.69)  208.69)  1(435) e
HE 006603 02051 0.06:03 020051 (2009 - 02 - 03)[2021 - 12 = 05]. htps: // www. nmpa. gov.
WEAL REE  041:08  067:087  046:05  0.67:08 en / xxgk / fgwj / gawi / gawjyp / 20090203120001961_6. himl.
R%E  0.20£0.44 038065 0192043 0.38£0.65 (6l BE T BRERED . 5 mEMSEAE[AlOLL
A 027045 0.29:0.5  0.28:0.45  0.29:0.55 (2020 - 01 - 22)[2021 - 12 - 05]. https: // gkml. samr. gov.
KEFE RSB 0.79:0.72  0.67:0.76  0.80£0.72  0.67£0.76 en / nsjg / fgs / 202003 / 120200330_313670. himl.
R%E  011£0.30°  0.33:0.48  0.12£0.30°  0.3320.48 (7] BRGeEEEREAGRT T C. PHHHATERER
EE 0 0.67£0.68°  0.33:0.5  0.68:0.68°  0.33+0.56 X K ARFRBEARILFRM[A/OL] (2017 - 12 - 27)
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