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Evaluation of Clinical Use by Comparative Efficacy and
Safety Study of Fine Granvles for Upper Gastrointestinal
Disorders Including Symptoms

Hyung Sik Chun, Ju Hyun Kim, Il Sun Hwang, Hyon Kwang Chu,

Hyon Chul Park and Suk Hyang Chung
Department of Internal Medicine, Hospital of Chungang Gil, Bloc 172, Inchon 405-220, Korea

Abstract— The purpose of this study was to evaluate the clinical efficacy and safety of NRM
which was newly developed as a combination product containing antacids, digestive enzyme and
herbal drugs, and OTA powder, called OHTA’S ISAN on the morret, for the treatment of various
symptoms in upper gastrointestinal diseases. 63 patients were recruited, 36 as a treated group
with NRM and 27 as a controlled one with OTA. Patients were randomly allocated to receive
either NRM or OTA t.id. for treatment of upper G-I symptoms and undergone endoscopic, sympto-
matic and clinical laboratory assessments before and after 2 weeks. The results were as follows;

1. The general improvement rates of subjective symptoms in upper G-I diseases were observed
in 100%(32/32) for NRM and in 92%(23/25) for OTA.

2. The overall effective rates in terms of the symptoms and endoscopic findings were 88.9%(32/
36) for NRM and 85.2%(23/27) for OTA respectively.

3. In NRM group, no significant side effects by NRM were observed except a mild and transient
vomiting in one patient, but in OTA group treatment was discontinued due to nousea in one
patient. However, there were no clinically significant changes detected in the laboratory parameters.

According to the result of this trial, it is cocluded that NRM was safe and effective and (but
not statistically significant) was superior to OTA in the treatment of gastrointestinal diseases caused
by gastritis, gastric and duodenal ulcer, functional gastrointestinal disorder, non-ulcer dyspepsia
etc.
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Table I—Evaluating criteria of the improvement of subjective symptoms according to severity degree of symp-

toms

Improvement score
of symptoms

Change of severity degree
(pre-treatment — after treatment 2wks)

3 : Remarkable improvement
2 : Moderate improvement
1: Slight improvement
0 : Unchanged

—1: Aggravation

3—0

3—1, 20

3—2, 2—1, 10
33, 2-2 11
0—-123, 123, 2—-3

Table I1I—Overall evaluating criteria of effectiveness through improvements of symptoms and findings in endos-

copy

Overall effective
grade score

Change of improvement score
(pre-treatment —> after treatment 2wks)

: Remarkable effectiveness
: Moderate effectiveness

: slight effectiveness

: No effectiveness

: Discontinuance

S U o W N

: Incomplete evaluation

above 2

1~2

0~1

under 0

Discontinue due to the worse
Withdrawal due to leaving the hospital
or causing the complications
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Table III—Characteristics of patients in the clinical trial

Variables / Treatment Group NRM Group OTA Group TOTAL
Items classification All cases: 36 All cases : 27 63
Drop outs M/F 1/3 0/2 6
Sex Male 16 9 25
Female 16 16 32
under 29 7 4 10
Age 30~39 7 11 17
(yr) 40~49 8 3 10
50~59 8 3 10
above 60 2 4 6
Mean(range) 41.8(20~64) 40.3(15~68) 41.1(15~68)
Physical Gastritis 24 18 42
Diagnosis Gastric, Duodenal ulcer 2 2 4
Others (UGI, FGID, NUD etc.) 6 5 11
Severe 5 1 6
Degree in Moderate 13 8 21
Endoscopy Mild 11 12 23
None 3 4 7
Hospitalization Out-patients 29 25 54
In-patients 3 0 3
Stress (tention) 17 13 30
Etiology Irregular life 11 8 19
Alcohol ingestion 3 0 3
Drug 3 1 4
Unknown (others) 7 3 10
Prevalence First 12 16 28
Relapse 9 9 18
(unknown:1) (1)
Complications No 24 23 47
Yes 8 2 10
Past histology No 26 24 43
Yes 6 1 7
Pre-treatment No 29 22 51
Yes 3 3 6
Duration of under 7 4 5
Treatment(day) 8~14 19 14 28
above 15 12 7 24
Severity of Severe 8 1 9
general symptoms Moderate 17 15 32
(pre-treatment) Miid 7 9 16
Sastel WAL wWEels RAES B3 AP sy 249 o] glo] WA AmTYE we
Ho] o)5F old AAMHOEE VA4 el % A3v} &3] ek 7
AR e BREE 71T A, = 84 wg ARz A A#® " el A
A AFHPAFoL AVH/E shu duz A gel oA FuEE AR YBAFYES T
Aelde] Aukslel x&AQl AR BT F 0 3lal FA] thido g Ao Ry X849 oy
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Table IV—Improvement of Subjective Symptoms after 2 weeks
Subjective Treatment No. of Remakable Moderate Slight Un- Aggrava- Rate
Symptoms Group cases Improvement Improvement Improvement changed tion (%)
Epigastric NRM 26 5 11 10 0 0
discomfort, (61.5) (100) 100
distention OTA 25 1 8 13 3 0
(36.0) (88.0) 88.0
Abdominal NRM 23 3 9 10 1 0
distention (52.2) 95.7) 95.7
OTA 19 0 5 12 2 0
(26.3) (89.5) 89.5
Epigastric NRM 24 2 12 7 3 0
Pain (58.3) (87.5) 87.5
OTA 20 1 5 9 4 1
(30.0) (75.0) 75.0
Indigestion NRM 23 4 6 11 2 0
(43.5) (91.3) 91.3
OTA 16 0 2 13 1 0
(12.5) (93.8) 93.8
Dyspepsia, NRM 30 4 8 15 3 0
Anorexia (40.0) (90.0) 90.0
OTA 19 0 4 13 2 0
(21.1) (89.5) 89.5
Gastric hyper NRM 19 1 6 11 1 0
acidity(associated (36.8) (94.7) 94.7
with ulcer, OTA 12 0 0 7 5 0
gastritis) ) (58.3) 58.3
Heartburn NRM 20 4 12 4 0 0
(pyrosis), (80.0) (100) 100
Belching OTA 16 2 5 8 1 0
(43.8) (93.8) 93.8
Nausea, NRM 18 2 5 10 1 0
Vomiting (38.9) (94.4) 944
OTA 12 0 3 5 2 2
(25.0) (66.7) 66.7

Table V—General Improvement Rates of Subjective Symptoms after 2 weeks

( ): Cumulative rate %

Treatment No. of Remakable Moderate Slight Un- Aggrava- Total Rate
Group cases Improvement Improvement Improvement changed tion No. (%)
No. 13 14 5 0 0 32
NRM 100
% (40.6) (84.4) (100)
No. 1 9 13 2 0 25
OTA 92.0
% 4.0) (40.0) 92.0)
Vol. 37, No. 2, 1993
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Table VI—Overall effective rates by improvements of symptoms and findings in endoscopy

Treatment No. of Remakable Moderate Slight No Withdrawl  Total Rate
Group cases Effective Effective Effective Effective No. (%)
No. 9 18 5 0 4 36
NRM 88.9
% (25.0) (75.0) (88.9)
No. 0 7 16 2 2 27
OTA 85.2
% 0.0) (25.9) (85.2)
Table VII—Overall Safety Rates in terms of side effects and findings in clincal laboratory tests
Treatment No. of No side Mild Side effect in need Side effect in need Total No.
Group cases Effect Side effect of treatment of discontinuance of cases
No. 35 1 0 0 36
NRM % 97.2)
No. 26 0 0 1 27
TA
0 % (96.3)
Table VIII—General Use Rates overall evaluated in terms of effective & safety rates
Treatment No. of Remakable Moderate Slight Un- Useless Incompete  Total Rate
Group cases Useful Useful Useful certain evaluation No. (%)
No. 9 18 5 0 0 4
NRM 36 88.9
% 25.0) (75.0) (88.9)
No. 0 8 15 0 2 2
OTA 27 85.2
%o (29.6) (85.2)
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