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= Abstract=

Phase III Clinical Trial for Efficacy of Ginkgo Biloba Extracts
(Ginexin-F) in Idiopathic Tinnitus

Hyun-Ho Lim, Keun-Chung, Jong-Ouck Choi
Department of Otolaryngology-Head and Neck Surgery,
Korea University, College of Medicine

Tinnitus is an aberrant perception of sound unrelated to an external source of stimulation.

B under: di of the etiology, treatment of tinnitus has been

of i

disappointing. Various treatment protocols have been attempted for tinnitus including
medication, tinnitus masker, psycological counseling, but no single treatment was proven to
be the most effective method. Recently Extracts from ginkgo biloba leaf (GBE) has been
reported to be effective in treatment of tinnitus. In this clinical study we used GBE for the
treatment of tinnitus and evaluated its efficacy and safety. Fourty patients who have
idiopathic, subjective tinnitus were divided into two group. Twenty patients were treated with
GBE (Ginexin-F) for 3 months, while another twenty patients were treated with adenosin
triphosphate disodium (ATP) for same peirod as control group. Nine of 16 patients (56% ) had
a symptomatic improvement after 3 months trial of Ginexin-F, while control group showed 25
% improvement. During the clinical trial there was no significant adverse effect of Ginexin-
F except mild gastrointestinal discomfort. With this results we suggest that GBE might be
effective and safe drug for treatment of tinnitus of idiopathic origin.
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Table 1. Questionair for tinnitus evaluation
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Table 2. Age and Sex Distribution

Age Male Female Total
<20 0 0 0
21~30 3 3 6
31~40 5 4 9
41~50 7 4 11
51~60 4 5 9
>60 3 2 5
Total 22 18 40

Table 3. Side of Tinnitus

Side Number of patients
Right 13
Left 14
Bilateral 13

Equal (8)

Right worse 3)

Left worse (2
Tota 40

Table 4. Duration of Tinnitus

Duration Number of patients
<1 year 16

1~2 years 4
2~3 years 6
3~5 years 3
3~10 years 7
>1 year 4
Total 40
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Table 5. Severity of Tinnitus before and after Treatment

Serosity Z P8 oty P monthe)
G C G C G C
mild 2 2 2 3 5 4
moderate 2 6 7 6 8 7
troublesome 9 8 7 7 4 6
severe 7 4 4 4 3 3
Total 20 20 20 20 20 20

G=GBE group C=control group (ATP)

mild : minor tinnitus symptoms hardly disturbing patients
te © ints disturbing ication

B restricting i

severe  severe complaints restricting communication

58 9
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o 4 -
o 3 Troublesom|
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) 1
z 0
Pretreatme Post Post
treatment treatment
3M
@ 5 Control
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g 6 —*Mild
5 i ~#=Moderat
E 3 —=— Troublesom
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2 1
0
Pretreatmen Post— Post—
treatment treatment
1™ 3M
Fig. 1 Changes of Severity of Tinnitus after Treatment
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Table 6. loudness of Tinnitus before and after Treatment
Intensity pretreatment ptz;t-;x;i:ttrll;lse)nl

. G & G ¢
<3dBSL 6 3 7 4
5 dB SL 4 8 7 9
5~10 dB SL 4 3 3 3
10~20 dB SL 4 4 2 3
>20 dB SL 2 2 1 1

__ Total 20 20 20 20

G=ginexin group C=control group (ATP)

e

Number of patients
O = NWasOGOO N

Pretreatmen

Ginexin treated group

Post—treatment
3M

Number of patients
O=MNWHAUNON®®©
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Control group

Post—treatment
3M

Fig. 2 Changes of loudness of Tinnitus after Treatment
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