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A Review on the Report about Drug-induced Hepatitis published by the
National Institute of Toxicological Research

Jang Insoo
Department of Intemal Medicine, College of Korean Medicine, Woosuk University

Background : A report published by the National Institute of Toxicological Research (NITR) in January 2004 about toxic
hepatitis in Korea contained the result of analysis on 55 cases of severe toxic hepatitis from 7 university hospitals for 8
months. NITR claimed that the extrapolated annual frequency of severe toxic hepatitis in Korea was 1904 cases per year, They
also claimed that the most frequent etiology of severe toxic hepatitis were herbal medications and similar plant preparations
(61.7%), contrasted with traditional therapeutic preparations and healthy foods (29.1%). I have investigated that report to be
certain of the result because it is a very important subject for public health and society in Korea.

Results : The NITR report has too many problems to have faith in its results. They include the following:

1. The report uses only 55 cases to estimate annual prevalence rate of severe toxic hepatitis in Korea.

2. There was a large regional preponderancy in the NITR report (2 cases in Seoul from a population of 10.17 million, 19
cases in Gwangju from a population of 1.4 million)

3. There was another preponderancy that selected much fewer cases caused by western medication (9.1%) than other
reasons.

4. The NITR report used a modified scale than that officially recognized to diagnose toxic hepatitis.

5. There was a mistake using the scale to adapt the right indications.

6. They collected cases before beginning the study, although it was a prospective study. There was also not any
questionnaire or other materials concerned with alcohol, drugs, or history of past liver disease.

Conclusions : NITR is one of the important official arms of the government of Korea. Nevertheless, there is a severe
problem in validity because of selection bias, uncertain accuracy, and insufficiency of raw materials in the report. Therefore it
seems incorrect to generalize the results of the report and there is a lack of confidence in it as a national study publishing by
the NITR.

Key Words: toxic hepatitis, hepatotoxicity, drug-induced liver injury, herbal medicine
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Table 1. Abstract of the Toxic Hepatitis Report (Quoted from the Report of National Institute of Toxicological Research)
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Table 2. Reported Cases of Toxic Hepatitis (Quoted from the report of National Institute of Toxicological Research)
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Table 3. Clinical Characteristics of Toxic Hepatitis (Quoted from the report of National Institute of Toxicological Research)
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ALT(IU/L, mean£2SD, [range])

ALP(IU/L, mean +2SD, [range])

TB(mg/dl, mean +2SD, [range])
RUCAM Score (3, mean+2SD, [range])

G (%)

Ve (%)

Ve U2H(%)

55.6412.8 [29-81]
19(34.5) 1 36(65.5)
27 (49.0)

7(12.7)

16(29.1)

1(1.8)

3(55)

1(1.8)

48.0+44.0 [2-163]
19.0+14.6 [3-67)
10061131 [98-6320]

109511257 [34-6060]
320337 [71-1845]
9.919.6 {0.6-41.0]
7.6+1.6[4-11]
6(10.9)

35(63.6)

14(25.5)

AST: asparate aminotransferase, ALT: alanine aminotransferase, ALP: Alkaline phosphatase, TB: total bilirubin
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Table 4. Scale of that Report “Modified RUCAM Score” (Quoted from the Report of National Institute of Toxicological Research)
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Table 5. Assassement Scale of Original "RUCAM Score(CIOMS)” (Quoted from the Report of National Institute of Toxi

cological Research)
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