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Clinical Observation of Shenxie Zhitong Capsule in Treating Diabetic Peripheral

Neuropathy of Stagnant Blockade of Collaterals

JIN Shen-yi, CHEN Qing-guang, YAO Zheng, LU Hao’
(Shuguang Hospital, Shanghai University of Traditional Chinese Medicine, Shanghai 200120, China)

[ Abstract] Objective: To observe the clinical efficacy of Shenxie Zhitong capsule in the treatment of
diabetic peripheral neuropathy (DPN) of stagnant blockade of collaterals, and evaluate its effectiveness and
safety. Method: The 104 patients were randomly divided into the Shenxie Zhitong capsule treatment group (the
treatment group, 53 patients) and the alpha lipoic acid group (control group, 51 patients), and two groups were
compared by random and contrast test. The changes of the Toronto clinical scoring system (TCSS), utah early
neuropathy scores (UENS) , traditional Chinese medicine (TCM) syndrome scores, visual analysis scale
(VAS) , ankle brachial index (ABI) , vibrating perception threshold (VPT) before and after treatment were
compared between two groups, and the endpoint events, such as foot ulcers, percutaneous coronary intervention

(PCI) , death and composite endpoint events, related indicators of glucose and lipid metabolism and safety
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indicators were recorded among patients. Result: Compared with the data before treatment, the scores of
TCSS, UENS, and TCM syndromes in two groups were significantly reduced (P<0.01) after treatment, and
VAS and glycosylated haemoglobin Alc (HbAlc) were significantly reduced (P<0.05), during follow-up visit,
the levels of right ABI, total cholesterol (TC) , and low-density lipoprotein (LDL) in two groups were
significantly reduced (P<0.05), and high-density lipoprotein (HDL) level was significantly increased ( P<0.05).
control group in control group, the 2-hour postprandial plasma glucose (2 h PG) and HbAlc levels were
significantly increased (P<0.05). Compared with control group, the VAS of the treatment group after treatment
was significantly reduced (P<0.05). After treatment and during follow-up visit, compared with control group,
the 2 h PG levels of the right toe in the treatment group were significantly reduced (P<0.05). There was no
statistically significant difference in endpoint events and safety indicators between two groups, but the incidence
trend of composite endpoint events in the treatment group was lower than that in control group. Conclusion:

Shenxie Zhitong capsule has definite clinical curative effect in treating diabetic peripheral neuropathy, which is

more safe and effective than alpha lipoic acid in improving pain symptoms.
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Table 4 Comparison of related indicators of glucose and lipid metabolism between two groups in different periods (x+s)
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Table 6 Observation and comparison of safety indicators between

two groups (X*s)

251 i [7] ALT/U-L' BUN/mmol:-L"! SCr/pmol-L"
X RYTHT 23.50+12.37 5.42+1.84 67.16+23.59
BT IR 22.87+15.31 5.89+1.72 69.01+23.96
WBIF BTG 22.92+11.49 5.82+1.73 68.21+22.02
BT A 23.54£16.31 5.57+1.66 66.55+19.39

BT R =5y 22— B R 8 v, 2 T I
PR %, e R TR, LA i o B R A 7 R ) R
PR SR ) IR (R IE R TG R o M R )
DA K A R PEPER A EARAE . [F] i DPN s 2 H
PR JE 5t 9 R 1 OGS R B R R L 2 K 2 80U KAk
B M T T 8B %) e UL DL Rk S s R S AR
15 97 B 1Y 5 AEFE T % 15 3K 44%~68% , 4 2 i o
T iR R Y FE TS, B] L DPN A 7 R
FEAE 1) A A B R A A T R S 4R A BB IR iR
12 J2 I3 X DPN A AR A S g .

208 1k IR R WO B B [ LR, =
9g, M3 g, H¥EH 12 g RN gH L., Zih =1
PEIR WK SR, AT AR Ik a9 B R A RS
O3 IE Z 80 2 WP R SE A DIE R AR R R
26 1 5 B M PR SE R B A /INER T I R Sk
A 5 WA PR IR R AR, 0T DLE O XUE R 4
B9, 25 e A8 Wk . U2y e A4, =&+
T E e R | AN S N = SRR | Pl FE S
2yl 4 % A SRR L TE AT FETR N R, B
KGR IT . DPN AT AH L (9 T B 44, SR @ T i s
IR R AR I 2 N RO AR R bR S 2
UE VA7 bR A ST, LIS o 8 4% 1k BRI R 4
Y, AUy R b B AR 25, B I I
2, B RV IR 0 TR0, B 58 R B, H 2 2 R AT AR
% DPN, H U HL ] 5 50 Rk R I R R Y
i OR AW I IR IR N 3 e Y e S S

2 5 0 B L R 0 AR Y K0 B
ANGERTG R, — Bl 5L G R A Ak
N M B R T ez SR UM G Hoh AR
E AL HE £ 0 IR 12 I | OB i 72 0% , ADP-
WM R A W R A2, B 1 T R R S L S 0 L AR 1
it C i 728 TG | AR 3 [ i T A 25 L 55 5 106 I B
TG 4 1M A5 45 48 D) Re SR, U AR SR I I
DR 1 A2, 480 Ab I 8 L 20k 1 T i s 5wl LA B4 40
P #h 22 A0 M, W DU i b AR iR AR (R 2 51k ph 28 40

.86.

JEL A T T A SR IR T I T A A S
FIJH TR G . DAL DPN (T8 U iy 22 Fl 9 36 3k
[l TR 25 28, F T 33677 DPN /Y 2454 £ 2002

Xt Bl I A S, G A SR SO RE R T, I Gk

ZHBORIT

20 1k R DL RS2 0 P 2R 2

I PR 3z 7 00 A, 15— Bk = I PR AT S UE 4, A

M TARLRME B . RBETEEE R A, S 08 11

JB B AN AT A7 00 DPN AR A (Y E 2 B AR AR Al

BB AR 5 B, L 0 R A VR AR A 0 R A

PAAR B W], 3 ) 8 Rk A B 1 RO,

674110,k R 2 1], R DL A AN RS 8 o

Fisher fiffi UJ 18 5 v LU 45 PR 41 28 38 s 91 ) AN IR s g 1

O, Al UL P2 R B RPN B 28 S N A gt

SR AT UL M 1 R A LR ORI TR R

AU 5E i — AT S 8 11 i I AR B PR A

Lt 2 A2 o ) 1o AR AL T I PRI 3

i1 T DPN BRI AR 2R W sl & Binr,

Ja SR S5 A B AT T B IR VT . AT B

SR UE W] T 2 85 1k i 4 T A ALk DPN B

F8 i AR (E AN A TR AR B AT B b WL it

[B] A7 5 JL, AN fiE R 4 21 d 017 2 Bt o DR et

A5 BT RV T L K 397 AL A O T K A

Fpt— R

[RIEEHR] ALREEIMHEF R
(5% k]

[1] KRENTZ N A J, GLOYN A L. Insights into
pancreatic islet cell dysfunction from type 2 diabetes
mellitus genetics [J]. Nat Rev Endocrinol, 2020, 16
(4):202-212.

[2] hAREE2 S WIRM 2. P 2 BB R B VA 15
FE (2017 4F i) L], 4R B DR 2% 35, 2018, 10(1)
4-67.

[3] ROSENBERGER D C, BLECHSCHMIDT V,
TIMMERMAN H, et al. Challenges of neuropathic
pain: focus on diabetic neuropathy [J]. J Neural
Transm,2020,127(4):589-624.

[4] RAGHU A L B, PARKER T, AZIZ T Z, et al.
Invasive electrical neuromodulation for the treatment
of painful diabetic neuropathy: systematic review and
Meta-analysis [J]. Neuromodulation, 2020, 76 (3) :
1-9.

[5] SINGH R, KISHORE L, KAUR N. Diabetic

peripheral neuropathy: current perspective and future



5527 250 8 il
20214F4 A

[ 5238 75

Chinese Journal of Experimental Traditional Medical Formulae

"
FAE

Vol. 27,No. 8
Apr. ,2021

L6]

[10]

[11]

[14]

[15]

directions[ J]. Pharmacol Res, 2014,80:21-35.

K55 . AR T At XTI TR RS R L 20 AR 19T
B EE[T] @ B2 W BT, 2016, 10 (9) -
130-131.

B4R Y WA R T 50 R JE R A R
A O PE AT Ze T A FH A i 58 i J (0], R 24
2011,26(11):1400-1402.

HAN T T, BAI J F, LIU W, et al. A systematic

review and meta-analysis of « -lipoic acid in the

treatment of diabetic peripheral neuropathy[J]. Eur J
Endocrinol, 2012, 167(4):465-471.
ZIEGLER D, NOWAK H, KEMPLER P, et al

Treatment of symptomatic diabetic polyneuropathy
with the antioxidant alpha-lipoic acid: a Meta-analysis
[J]. Diabet Med, 2004, 21(2):114-121.

DAN Z, ALEXANDER A, ALEXEY B, et al. Oral
treatment with alpha-lipoic acid improves symptomatic
diabetic polyneuropathy: the SYDNEY 2 trial [J].
Diabetes Care, 2006, 29(11):2365-2370.

PAPANAS N, MALTEZOS E. « -Lipoic acid,
diabetic neuropathy, and Nathan's prophecy [J].
Angiology, 2012, 63(2):81-83.

ol A, SRR EE . A2 IR T W DR R R i A R 2
[J]. b B, 2013, 35(10):1487-1488.

WeE, B, T 5. R BCEG T B bR A R 2
LR R WLEE (1], bl B 25 2k, 2005, 39(8):
21-22.

TG, WA, IR A R IR TR R
Je B 2 A R O i R A= B s (0] R
B2 K 2E 24, 2001, 15(1): 27-29.

ALBERTI K G, ZIMMET P Z. Definition, diagnosis
and classification of diabetes mellitus and its
complications. Part 1: diagnosis and classification of
provisional of a WHO

consultation[ J]. Diabet Med, 1998, 15(7):539-553.

diabetes mellitus report

[16]

[17]

[18]

[19]

[21]

[22]

[23]

[24]

J7 W, S LW IR AR M bR ] R 2 7 b R
I AR 297 45 B (2016 4F i) [T]. P B g3, 2017, 58
(7):625-630.

SINGLETON R J, BIXBY B, RUSSELL W J, et al.
The utah early neuropathy scale: a sensitive clinical
scale for early sensory predominant neuropathy [J]. J
Peripheral Nerve Soci, 2008, 13:218-227.
AJROUD-DRISS S, CHRISTIANSEN M, ALLEN J
A, et al. Phase 1/2 open-label dose-escalation study of
plasmid DNA expressing two isoforms of hepatocyte
growth factor diabetic
peripheral neuropathy [J]. Mol Ther, 2013, 21(6) :
1279-1286.

GRIGGS R B, SANTOS D F, LAIRD D E, et al.
Methylglyoxal and a spinal TRPA1-ACI1-Epac cascade

in patients with painful

facilitate pain in the db/db mouse model of type 2
diabetes[ J]. Neurobiol Dis, 2019, 127(11):76-86.
SELVARAJAH D, KAR D, KHUNTI K,

Diabetic peripheral neuropathy: advances in diagnosis

et al.

and strategies for screening and early intervention[J].
Lancet Diabetes Endocrinol, 2019, 7(12):123-127.
A, WIS R . Wl bR A R i 228 72 v Y R 5
JELT]. a2z, 2018, 36(6):79-82.

WREE, WK, BRI O, 45 . HUSE 250 vA T I DR A LA
289 A2 W T RCRAL R B AL LT]. W EH B E 2,
2018, 29(1):182-184.

FARMER K L, LI C, DOBROWSKY R T. Diabetic
peripheral neuropathy: should a chaperone accompany
our therapeutic approach? [J]. Pharmacol Rev, 2012,
64(4):880-900.

BONHOF G J, HERDER C,

Emerging biomarkers,

STROM A, et al.

tools, and treatments for
diabetic polyneuropathy [J]. Endocr Rev, 2019, 40
(1):153-192.

[RERE KFEF]

.87.



