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ABSTRACT Objective: To investigate the post-marketing clinical safety of compound porcine cerebroside and ganglioside injection
in the treatment of 625 patients with traumatic peripheral nerve injury. Methods: A prospective, multi-center, non-controlled clinical
study was conducted. The baseline data, drug use, disease outcomes, and safety of 625 patients with traumatic peripheral nerve injury
who had been treated with compound porcine cerebroside and ganglioside injection in 46 clinical units from April 2020 to April 2021
were statistically analyzed. Results: In this study, 46 patients were cured and 529 patients were improved, and without death. There were 5
cases of adverse drug reactions, including 3 cases of mild adverse reactions and 2 cases of moderate adverse reactions; There were 19
adverse events observed, including 12 mild adverse events and 7 moderate adverse events. Lesions of skin and its appendages were the
most common adverse reactions. Among other safety indexes, the number of patients with normal hemoglobin (Hb) and white blood cell
count (WBC) after medication increased compared with that before medication(P<0.05). There was no significant difference in red blood
cell count (RBC), platelet count (PLT), alanine aminotransferase (ALT), aspartate aminotransferase (AST), total bilirubin (TBIL) and cre-
atinine (Cr) before and after treatment (P>0.05). Conclusion: Compound porcine cerebroside and ganglioside injection can promote the
outcome of patients with traumatic peripheral nerve injury. Adverse events and drug-related adverse reactions were occasionally observed
during the study, and the clinical application is relatively safe.
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Table 1 Baseline characteristics of 625 patients with traumatic peripheral nerve injury

Number of patients
Indexes
n %
Male 376 60.16
Gender

Female 249 39.84

0~17 20 3.20
18~44 189 30.24

Age(years)
45~64 258 41.28
=65 158 2528
Han nationality 566 90.56
Nation

Others 59 9.44

Thin 14 2.24
Normal 298 47.68

BMI(kg/m?)

Overweight 257 41.12

Obesity 56 8.96
Yes 164 26.24

Smoking history

No 461 73.76

Yes 143 22.88

Drinking history

No 482 77.12
Never 252 40.32

Physical exercise Occasionally 360 57.6

Often 13 2.08
Yes 419 67.04

History and concomitant diseases

No 206 32.96

Yes 40 6.40

Family history

No 585 93.60
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Table 2 The use of compound porcine cerebroside and ganglioside injection in 625 patients with traumatic peripheral nerve injury

Number of patients

Indexes
n %
Yes 543 86.88
First use or not No 11 1.76
Unknown 71 11.36
0.9% normal saline 537 85.92
10% glucose 10 1.6
Type of solvent 5% glucose 21 3.36
Others 54 8.64
Change the solvent halfway 3 0.48
Intramuscular injection 51 8.16
Route of administration Intravenous infusion 567 90.72
Others 7 1.12
Cold compress 0 0.00
Hot compress 0 0.00
Adjuvant therapy during injection
Others 1 0.16
No 624 99.84
Before compound porcine cerebroside
and ganglioside injection 7 M
After compound porcine cerebroside
Whether to use other injections and ganglioside injection 101 16.16
Mixed use 175 28.00
No 92 14.72
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Table 3 Disease outcomes of 625 patients with traumatic peripheral nerve injury

Number of patients
Disease outcomes
%

Cure 46 7.36
Improved 529 84.64

No significant change 49 7.84

Aggravate 0.16

Death 0.00
Totals 100.00
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Table 4 Major manifestations and organ involvement of adverse events with compound cerebroganglioside injection

Indexes Main manifestation n %
Skin and its appendages damage Maculopapular, erythematous, pruritus, others 6 31.58
Systemic damage Fever 4 21.05

Respiratory system damage

Chest tightness, others

Nervous system damage and mental disorders 1 5.26
Gastrointestinal system damage 3 15.79
Other damage 3 15.79
Totals 19 100.00
*5 R EEHEMREMIERTLER(%)]
Table 5 Comparison of other safety indexes before and after medication[n(%)]
Hb RBC PLT WBC
Time point
Normal NCS CS Normal NCS CS Normal NCS CS Normal NCS CS
363 133 129 356 152 117 514 342 87 196
Before medication 22(3.52)
(58.08) (21.28) (20.64) (56.96) (2432) (18.72) (8224) (14.24) (5472)  (13.92) (31.36)
318 173 134 327 181 117 501 397 77 151
After medication 28(4.48)
(50.88) (27.68) (21.44) (5232) (28.96) (18.72) (80.16) (15.36) (6352) (1232) (24.16)
x? value 6.961 3.757 0.401 10.539
P value 0.031 0.153 0.526 0.005
Renewal
ALT AST TBIL Cr
Time point
Normal NCS CS Normal NCS CS Normal NCS CS Normal NCS CS
412 131 82 423 126 76 409 145 71 415
Before medication 61(9.76)
(65.92) (20.96) (13.12) (67.68) (20.16) (12.16) (65.44) (23.20) (11.36) (66.40) (23.84)
419 433 131 413 129 83 429 127 69
After medication 59(9.44) 61(9.76)
(67.04) (23.52) (69.28)  (20.96) (66.08) (20.64) (13.28) (68.64) (2032) (11.04)
x* value 4.732 1.856 1.889 2.478
P value 0.095 0.395 0.389 0.290
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