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Adverse Event Study on Ojeok-san Extract Powders
RCT in Low Back Pain Patients

Yoon Eun-hye®, Jang Min-gee”, Hwang Ji-hoo", Lee Seung-hoon"*, Jeong Won-je~,
Lee Jae-dong™*, Lee Seung-deok”, Kim Kyung-ho®, Kim Kap-sung” and Kim Eun-jung”

“Department of Acupuncture & Moxibustion, Graduate School of Oriental Medicine,
Dongguk Univ - Seoul
“Department of Acupuncture & Moxibustion, College of Oriental Medicine, Kyung Hee University

Objectives : This study was performed to report adverse events in Qjeok—san extract powders RCT.

Methods : 180 patients with LBP were randomized into groups for a double blind, placebo—controlled
clinical study. They received Ojeok-san simple Extract, Ojeok—san complex Extract or placebo in powders,
orally dissolved 3times a day for 4weeks. During 4weeks, we researched the symptoms and duration of
adverse events and Digest ability, Milk hypersensitivity, Starch hypersensitivity, Caramel hypersensitivity,
West-med hypersensitivity, Herb-med hypersensitivity in patients who had adverse events.

Results : 52patients(28.9%) had adverse events and of them 44patients(28.9%) had lost adverse events
naturally. But 5patients(2.8%) were withdrawn from the research because of the adverse events. Most of
the symptoms of adverse event was Gastrointestinal symptom(88.3%) and adverse events frequency was
not different from Ojeok—san simple Extract, Ojeok—san complex Extract and placebo.

Conclusions : Ojeok-san extract powders had adverse events no different from the placebo, which
shows that it is a safe drug.

Key weords : Ojeok-san extract powders, adverse event
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Table 1. Inclusion Criteria

Inclusion Criteria

Men and women patients between the age 18 and
75 at time of research.

Patients who had continuously suffered from low
back pain for over 3 months

The low back pain of the patients had to classify
in Class 1(pain in the lumbar area, without
radiation below the gluteal fold and in the absence
of neurologic signs) or Class 2(Low back pain
with radiation of pain not beyond the knee, no
neurological signs by the classification of Quebec
Task Force System.

Patients who suffered from VAS(Visual Analog
Scale) scale of over 40mm

Table 2. Exclusion Criteria

Exclusion Criteria

Those who had a history of extrinsic trauma in
the past 6 months.

Those who had lower back surgical history in the
past 6 months.

Low back pain caused by malignancy, inflam-
matory disease, fibromyalgia, vertebral fracture,
infection, juvenile scoliosis, congenital malforma-—
tion and etc.

Those who had more pain in the neck, back,
knees, hips, ankle than the low back

Those who had mental disorders which could
influence the pain and survey.

Those who had illnesses that could influence ab-
sorption, metabolism, excretion of the medicine.
Those who had problems with alcohol or drug
abuse in the past 12 months

Women who were pregnant, breasfeeding or with-
out appropriating contraception.
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Table 4. Proportion of Patients Reporting Adverse Events
Simple Ex Complex Ex Placebo Total
Patients 60 60 60 180
Adverse events patients 16(26.7%) 21(35.0%) 15(18.8%) 52(28.9%)
Adverse events loss patients 13(21.7%) 18(30%) 13(21.7%) 44(24.4%)
Adverse events treatment patients 3(5%) 3(5%) 2(3.3%) 8(4.4%)
Withdrew patients 1(1.7%) 3(5%) 1(1.7%) 5(2.8%)
Table 5. Baseline Number of Patients Reporting Adverse Events
Simple Ex Complex Ex Placebo Total
. . Good Normal 13(11.1) 13(14.5) 10(10.4) 36(36.0)
Digest ability
Bad 3(4.9) 8(6.5) 5(4.6) 16(16.0)
Milk Yes 5(5.8) 97.7) 5(56.5) 19(19.0)
hypersensitivity No 11(10.2) 12(13.3) 10(9.5) 33(33.0)
Starch Yes 2(4.9) 10(6.5) 4(4.6) 16(16.0)
hypersensitivity No 14(11.1) 11(145) 11(10.4) 36(36.0)
Caramel Yes 3(1.5) 2(2.0) 0(1.4) 5(5.0)
hypersensitivity No 13(14.5) 19(19.0) 15(13.6) 47(47.0)
West-med Yes 3(1.2) 0(1.6) 1(1.2) 4(4.0)
hypersensitivity No 13(14.8) 21(19.4) 14(13.8) 48(48.0)
Herb-med Yes 1(0.9) 2(1.2) 0(0.9) 3(3.0)
hypersensitivity No 15(15.1) 19(19.8) 15(14.1) 49(49.0)

The numbers in parentheses refer to the expected frequency of the chi-square test.

All data is not significantly different at level of p<0.05 chi-square test(expected frequency).
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Table 6. Frequency and Proportion of Adverse Events
Simple Ex Complex Ex Placebo Total
) Yes 4(3.7) 4(4.8) 4(35) 12(12.0)
Diarrhea
No 12(12.3) 17(16.2) 11(11.5) 40(40.0)
) Yes 4(4.9) 6(6.5) 6(4.6) 16(16.0)
Gas physconia
No 12(11.1) 15(14.5) 9(10.4) 36(36.0)
Dy ) Yes 4(2.8) 2(3.6) 3(2.6) 9(9.0)
spepsia
pep No 12(132) 19(17.4) 12(12.4) A3(43.0)
) ) Yes 2(2.8) 5(3.6) 2(2.6) 9(9.0)
Abdominal pain
No 14(13.2) 16(17.4) 13(12.4) 43(43.0)
Yes 3(12.2) 2(2.8) 2(2.0) 7(7.0)
Heartburn
No 13(13.8) 19(18.2) 13(13.0) 45(45.0)
Yes 3(15) 2(2.0) 0(1.4) 5(5.0)
Headache
No 13(14.5) 19(19.0) 15(13.6) 47(47.0)
The numbers in parentheses refer to the expected frequency of the chi-square test.
All data is not significantly different at level of p<0.05 chi-square test(expected frequency).
Table 7. Correlation between Adverse Events and Patients’ Baseline.
. Milk Starch Caramel West-med | Herb-med
Digest
abilit Hyper Hyper Hyper Hyper Hyper
Y sensitivity | sensitivity | sensitivity | sensitivity | sensitivity
Yes-Yes,
Diarthea No-No 26(22.2) 33(29.8) 30(31.4) 35(37.4) 37(38.4)
Yes-No 26(29.8) 19(29.2) 22(20.6) 17(14.6) 15(13.6)
Gas §§§§ges’ 26(22.2) 25(286) 30(29.8) 35(340) | 34(34.4) 33(34.8)
physconia Vo "No 26(29.8) 27(234) 22(22.2) 017(180) | 18(176) 19(17.2)
Yes—Yes,
Dyspepsia No-No 17(19.4) 30(30.6) 35(32.6) 40(39.8) 41(40.4) 42(41.0)
Yes-No 35(32.6) 22(21.4) 17(19.4) 12(12.2) 11(11.6) 10(11.0)
Abdominal | YT | 15194) | 36(306)° | 35(326) 40(398) | 43(404) | 4241.0)
pain Yes-No 37(326) 162147 | 17(194) 12(12.2) 9(11.6) 10(11.0)
Yes-Yes,
Heartburn No-No 19(18.6) 32(31.2) 31(33.4) 44(41.4) 41(42.0) 44(42.8)
Yes-No 33(34.4) 20(20.8) 21(18.6) 3(10.6) 11(10.0) 8(9.2)
Yes—Yes, -
Headache No-No 21(18.0) 34(31.6) 33(34.0) 42(43.0) 47(43.8) 44(44.6)
Yes—No 31(34.0) 18(20.4) 20(19.5) 10(9.0) 5(8.2)™ 8(7.4)
The numbers in parentheses refer to the expected frequency of the chi-square test.
wx . significantly different at level of p<0.05 chi-square test.
Except ** : not significantly different at level of p<0.05 chi-square test(expected frequency).
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