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The frequency of adverse drug reactions in a tertiary care hostpital in Korea

Jeong-Hee Choi’, M.D., Ph.D., Yoo-Seob Shin, M.D., Chang-Hee Suh, M.D., Ph.D,,
Dong-Ho Nahm, M.D,, Ph.D. and Hae-Sim Park, M.D. Ph.D.

Department of Allergy & Rheumatology, Ajou University School of Medicine, Suwon, Korea,
Department of Internal Medicine, Bundang Jesaeng General Hospital’, Sungnam, Korea

Background : The clinical features of adverse drug reactions are various and the incidence is
increasing. However, there has been no published data on the prevalence of adverse reactions to drug
in Korea.

Methods : There were 301 adverse drug reactions occurring in 287 patients in Ajou University
Hospital from May, 2002 through November, 2003. We analyzed the frequency of each causative
drugs and clinical manifestations of adverse drug reactions.

Results : The most prevalent causative drug was nonsteroidal anti-inflammatory drugs (NSAIDs)
(66.5%), followed by antimicrobials (17.8%), anticonvulsant (3.6%) and anti-cancer drug/immunosuppressant
(33%). The leading clinical feature was cutaneous manifestations (83.1%), especially
urticaria/angioedema, followed by respiratory manifestations (16.3%6) and anaphylaxis (4.3%). The
most common clinical manifestation of adverse drug reactions to NSAIDs was urticaria and/or
angioedema (73.8%). Beta-lactams were the most common antimicrobials causing adverse drug
reactions, and maculopapular exanthema (53.1%6) was the most frequent manifestation.

Conclusion : The most common causative drug of adverse drug reactions was NSAIDs and the
leading clinical feature was cutaneous manifestations in this hospital. Further epidemioclogic studies
will be needed to extend the overall incidence of adverse drug reactions in this country.(Korean J
Med 67:290-296, 2004)
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Figure 1. Report form of adverse drug reactions in Ajou University Hospital.
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Table 1. Clinical characteristics of the study subject

Charateristics Number
N (case) 287 (301)
M/F 129/158

380%14.5 (4-85)
167/245 (63.2)

Mean age (range)
Atopy (%)

History of allergic disease (%) 126 (43.9)
Past history of drug hypersensitivity (%) 118 (41.1)
Outpatient clinic/Admission 221/80

Positive result for provocation test (%6) 75 (24.9)
Chronic urticaria (%6) 54 (18.8)
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Table 2. Causative drugs confirmed (N=275 case)

Drug frequency (%)
NSAIDs 183 6.5
Antimicrobials 49 17.8
cephalosporins 22 80
penicillins 9 33
quinolones 7 2.5
antimycobacterial drugs 4 15
antifungal drugs 2 0.7
glycopeptides 2 07
macrolides 2 0.7
tetracyclines 1 04
Anti-convulsant 10 36
Anti~cancer drug/immunosuppresant 9 3.3
Herb 6 2.2
Cardiovascular drugs 5 1.8
Acetaminiphen 2 0.7
Others 13 47
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Table 3. Clinical manifestations of adverse drug
reactions (N=301)

Symptoms frequency (%)
Cutaneous 250 83.1
acute urticaria 72 239
urticaria + angioedema 57 189
maculopapular exanthema 55) 183
isolated angioedema 42 14.0
fixed drug eruption 9 3.0
acute generalized exanthematous pustulosis 7 2.3
pustular drug eruption 3 1.0
erythema multiforme 1 0.3
bullous drug eruption 1 0.3
exfoliative dermatitis 1 0.3
Stevens-Johnson syndrome 1 0.3
toxic epiderma necrolysis 1 0.3
Respiratory 49 16.3
bronchospasm 42 140
rhinitis 7 2.3
Anaphylaxis 13 4.3
Hepatocellular hepatitis 10 33
Drug fever 4 1.3
Leukopenia 3 10
Acute interstitial nephritis 1 0.3
Serum sickness 1 0.3
Proteinuria 1 0.3
Dizziness 1 0.3
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Table 4. Clinical manifestations of adverse drug
reactions due to NSAIDs (N-183)

Symptoms frequency (%)

Cutaneous 153 836
acute urticaria 53 290
urticaria + angioedemna 48 262
isolated angioedema 34 186
maculopapular exanthema 7 3.8
fixed drug eruption 5 2.7
acute generalized exanthematous pustulosis 3 16
erythema multiforme 1 0.5
Stevens-Johnson syndrome 1 05
Respiratory 33 180
aspirin-intolerant asthma 26 14.2
rhinitis 7 38
Anaphylaxis 8 44
Acute interstitial nephritis 1 0.5
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Table 5. Clinical manifestations of adverse drug
reactions due to antimicrobials (N=49)

Symptoms frequency (%)

Cutaneous 4 898
maculopapular exanthema 26 531
acute urticaria 7 143
isolated angioedema 4 82
fixed drug eruption 2 4.1

acute generalized exanthematous pustulosis 2 4.1

pustular drug eruption 2 4.1

exfoliative dermatitis 1 2.0
Respiratory (bronchospasm) 4 82
Anaphylaxis 2 4.1
Drug fever 2 4.1
Hepatocellular hepatitis 1 2.0
Leukopenia 1 2.0
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