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Post-Marketing Surveillance Study of the Safety and Efficacy of
Mesoglycan Prescribed in Primary and Secondary Care of Patients
with Vascular Disease

Yoon-Hee Kim'”, Young-Hye Jung3, Hwajeong Lee'” and Hye-Sun Gwak'”?
"Graduate School of Clinical Health Sciences, Ewha Womans University, Seoul 120-750, Korea
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The aim of this study was to evaluate the safety and efficacy of treatment of mesoglycan. This study was conducted
between September 2003 and May 2004. A total of 292 patients with vascular disorders including cerebral infarction
were enrolled. The patients were administered with 50-100mg of mesoglycan by an oral route everyday for eight
weeks. Subjective physicians’ assessments of efficacy had ratings of “improvement”, “invariability”, “exacerbation” and
“not being able to assess”. An improvement was observed in 241 patients out of 274; 18 patients were rules out. The
efficacy rate was influenced statistically significantly by the duration of therapy (p=0.0392) and daily mean drug dose
(p<0.0001). The adverse events were reported in 8 patients (9 cases) out of 292 patients: skin/appendages disorders
(0.7%), liver/biliary system disorders (0.7%), cardiovascular system disorders (0.7%), neurologic disorders (0.3%), respi-
ratory disorders (0.3%) and gastrointestinal system disorders (0.3%). There showed no serious adverse events. These
results indicate that mesoglycan was well tolerated and effective for the prevention of vascular disorders.
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Table 1. Patient characteristics
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Variable No % Variable No %
Gender Concomitant medication
Male 140 48.0 Yes 263 90.1
Female 152 52.0 No 29 9.9
Age (year) Renal dysfunction
20-29 2 0.7 Yes 0 0
30-39 10 34 No 292 100
40-49 45 154 Liver dysfunction
50-59 78 26.7 Yes 11 3.8
60 - 69 76 26.0 No 281 96.2
70-79 62 212 Duration of therapy (day)
>80 19 6.5 <30 7 24
Smoking 30-60 45 15.4
Smoker 61 21.0 60-90 163 55.8
Nonsmoker 48 16.5 90-120 65 223
Ex-smoker 182 62.5 >120 12 4.1
Diet Daily mean dose (mg)
Yes 48 16.8 50 99 339
No 238 83.2 50-100 12 4.1
Underlying disease 100 181 62.0
Cardiovascular 161 82.6
Endocrine, nutrient and metabolic 43 22.1
Neurologic 4 2.1
Gastrointestinal 11 5.6
Respiratory 3 1.5
Musculoskeletal 1 0.5
Oculus and ocular appendix 2 1.0
Neoplastic 1 0.5
Psychiatric and behavioral 1 0.5
Hematologic 1 0.5

E FoJEE 914%, ARNA Q] B BoFE Fol -2 88.8%°]
At

WAk S ofEFHE B3l FEAAS A, We
ol 7 AEA A, &8 A, FHAA, AL S8
A 5ol TR APAA 9 2¥UA £A4F WL A
A7} 78.0%(205/2637)2 WG Fof )P} B PEo] o oF
7Y oFES 43 Ao R vyt

W 2F2 7 e F Foir|7lel] dig 24 Ae), HF &
Fo37)17-2 733422791902, FHA 4dellM FHH 151
74 Kol ke 7107 ZALESI L WAk HTE F Foi7)
7He 72642319, A= 74.042239 2 et} Fol7)7)h
g X E 608~90d vk Fode] 55.8%F 7 ket

HAaFeT e 19 Ha T 24 29, 349 1
o] A Folgke 82.1+23.6 mg/olam, A 50.0 meol
A Hd 1000 mg/U7HA] Tk Al eE AMEE 1Y
HE Fodaey BIX: (00 mg FolTo] 62.0%% A
-5 ARkl

TolAlE| wheiatE

E AR A ZAP 2R PA oA 2927 F, falAk
A gHelA 97l o] Barse] fafjate R L 2.7%F v+
el & ARAA APz S odAs 28 FlE &
af| Al (serious adverse eventsy= wlAZ@]ZE AlA 2ke] glat
A A glo]l B3 E sloi o B AMAAZAY)
ZFE Ead S3 fejAbEE edsdek

E Aol Baug freabele & 971eE ¥aud 8
AHIE M3 SAEE A Ee ) Wxle] 27, asparate trans-
minase AF%, alanine transaminase A5, AA| A, B2 o
24, 238, 75, 48] 7 171 ol A Tk(Table 2).

Table 3¢l A|AE ZAAR APHel b2 FajrlE L3E&S
AT A, G} 3.6%, ARTY 2.0%E FA}F oI2 LRt
FrafAbe] wage] & Aoz ey QuEIE 40
o, 50°H, 60cH, 70c02] =& viepf o) Ao} d3F
o fafAbe B8] 2ol BAISH LR folshA] gt

FAE f Helay f-Foll & friAbe S @Sl Al



YH0Y DA AR Ao} WETRe HAH D HE

Table 2. Adverse events reported by 292 patients treated
with mesoglycan

Adverse event No %
Rash 2 0.7

ALT elevation 1 0.3
AST elevation 1 03
Palpitation 1 03
Peripheral edema 1 0.3
Dyspepsia 1 03
Headache 1 0.3
Hemoptysis 1 0.3

ALT: alanine transaminase, AST: aspartate transaminase
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Table 3. Factors associated with the adverse drug events of mesoglycan

Variable % p Variable % P
Gender 0.4867 Concomitant medication 1.0000
Male 3.6 Yes 3.0
Female 2.0 No 0
Age (year) 0.9195 Liver dysfunction 1.0000
20-29 0 Yes 0
30-39 0 No 29
40 - 49 4.4 Duration of therapy (day) <0.0001
50-59 39 <30 57.1
60 - 69 2.6 30-60 4.4
70-79 1.6 60 - 90 0.6
280 0 90 - 120 0
Smoking 0.7630 >120 83
Smoker 1.6 Daily mean dose (mg) 1.0000
Nonsmoker 42 50 3.0
Ex-smoker 2.8 50- 100 0
Diet 1.0000 100 2.8
Yes 2.1
No 2.5
Underlying disease 1.0000
Cardiovascular 2.5
Endocrine, nutrient and metabolic 7.0
Neurologic 0
Gastrointestinal 0
Respiratory 333
Musculoskeletal 0
Oculus and ocular appendix 0
Neoplastic 0
Psychiatric and behavioral 0
Hematologic 0




98

Table 4. Factors associated with the efficacy of mesoglycan
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Variable % p Variable % P
Gender 0.4617 Concomitant medication 0.7539
Male 86.5 Yes 87.5
Female 89.4 No 92.6
Age (year) 0.4231 Liver dysfunction 0.6148
20-29 50.0 Yes 100.0
30-39 90.0 No 87.5
40-49 85.7 Duration of therapy (day) 0.0392
50-59 86.7 <30
60 - 69 90.1 30-60 84.6
70-79 86.2 60 - 90 914
>80 100.0 90 - 120 78.7
Smoking 0.1224 > 120 100.0
Smoker 82.5 Daily mean dose (mg) <0.0001
Nonsmoker 95.7 50 90.4
Ex-smoker 87.7 50-100 36.4
Diet 0.4173 100 89.9
Yes 91.3
No 87.0
Underlying disease 0.0532
Cardiovascular 89.3
Endocrine, nutrient and metabolic 92.1
Neurologic 75.0
Gastrointestinal 100.0
Respiratory 0
Musculoskeletal 100.0
Oculus and ocular appendix 50.0
Neoplastic 100.0
Psychiatric and behavioral 100.0
Hematologic 100.0
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