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The Surveillance of Adverse Drug Reactions (ADR) Reported in
Samsung Medical Center

Jeong Ah Cho, Hu Kyung Lee, Kie Ho Sohn, and Kyung Eub Choi
Samsung Medical Center, Division of Pharmacy, Seoul 135-230, Korea

Adverse drug reactions (ADR) may result in increased hospital admissions, morbidity and mortality,
adding extra cost to healthcare expenditures. Thus, it is critical to activate ADR monitoring and
reporting program in tertiary hospitals in developing countries such as Korea. This study was per-
formed to identify the types of ADR being reported in a tertiary hospital, Samsung Medical Center,
and to find out the ways to improve current ADR monitoring system. Of 464 ADR reports submitted
to the pharmacy department during the 6-month survey period, 97.8% of the reports were from out-
patient and 48.5% were from patients aged between 50 and 60. The medical department with the
highest frequency in ADR reporting was Internal Medicines (35.6%). The most common ADR man-
ifestations were gastrointestinal complaints (43.4%) and 75% of the reported cases were mild in their
severity. The most common drugs suspected of causing ADR were CNS drugs which accounted for
32.8%. In terms of causality assessment, 85.1% of the reports were probable cases by WHO causality
assessment criteria. In regards to sources of report, 75.6% of ADR were reported by physicians and
24.4% by nurses. There were no ADR reported by pharmacists. In conclusion, there is an urgent
need to improve ADR monitoring system for inpatient and to motivate pharmacist involvement in
ADR monitoring and reporting in Korea.
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severity of ADR manifestations
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Table 2. Causality assessment criteria defined by WHO adverse drug reactions monitoring program

Certain

Probable/likely

Possible

Unlikely

Conditional/unclassified

Unassessable/unclassified

A clinical event, including laboratory test abnormality, occurring in a plausible time relationship to drug
administration, and which cannot be explained by concurrent disease or other drugs or chemicals.

The response to withdrawal of the drug (dechallenge) should be clinically plausible. The event must be
definitive pharmacologically or phenomenologically, using a satisfactory rechallenge procedure if
necessary.

A clinical event, including laboratory test abnormality, with a reasonable time sequence to administration
of the drug, unlikely to be attributed to concurrent disease or other drugs or chemicals, and which follows
a clinically reasonable response on withdrawal (dechallenge).

Rechallenge information is not required to fulfill this definition.
A clinical event, including laboratory test abnormality, with a reasonable time sequence to administration

of the drug, but which could also be explained by concurrent disease or other drugs or chemicals.
Information on drug withdrawal may be lacking or unclear.

A clinical event, including laboratory test abnormality, with a temporal relationship to drug
administration which make causal relationship improbable, and in which other drugs, chemicals or
underlying disease provide plausible explanation.

A clinical event, including laboratory test abnormality, reported as an adverse drug reaction, about which
more data is essential for a proper assessment or the additional data are under examination.

A report suggesting an adverse reaction which cannot be judged because information is insufficient or
contradictory, and which cannot be supplemented or verified.
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Table 3. ADR manifestations by organ systems
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Table 4. Frequency reported in the literatures
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Fig. 6. Classes of suspected drugs
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