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ABSTRACT

A spontaneous reporting system (SRS) for adverse drug reactions (ADRs) is a
method of post-marketing surveillance (PMS). Several international research studies
have shown that severe skin reactions (SSR) related to drugs, namely Stevens-Johnson
syndrome (SJS) and toxic epidermal necrolysis (TEN), have been seriously under-
reported. No definitive research into SRS evaluation and under-reporting, including the
timeliness and quality of reports, is currently being undertaken in Thailand. This cross-
sectional research study was performed to determine the completeness, timeliness, and
quality of SSR, SJS, and TEN related to drug reporting. In 14 hospitals, the medical-
record charts, selected using ICD-10 codes, were reviewed and compared with reports of
ADRs diagnosed in 2005, which were found in the Thai Food and Drug Administration
(FDA) records. Data analysis used descriptive statistics.

Regarding SSR, SJS, and TEN related to drugs, the results showed that the
completeness rates of reporting were 55.49, 56.29, and 38.71%, respectively; under-
reporting rates were 44.51, 43.71, and 61.29%, respectively. Incorrect submission rates
were 8.18, 10.53, and 20.00% respectively. Based on these rates, the multiplication
factors for under-reporting (UF) were 1.80, 1.78, and 2.58, respectively, whereas the
multiplication factors for incorrect submission (ISF) were 0.92, 0.89, and 0.80,
respectively. Thus, from the FDA database with 1,865 SSR reports, 1,628 SJS reports,
and 237 TEN reports with diagnosed ADR dates during 2002-2006, the estimated actual
ADR events occurred in the hospitals during 2002-2006 should be 3,089 SSR events,
2,579 SJS events, and 490 TEN events. The timeliness rates for expected (labeled) SSR
and SJS were 18.60 and 20.00%, respectively. The quality of ADR reports in the Thai
FDA could be rated as gradel and 2 for about 50% and 40%, respectively.

The reasons for these reporting problems might be related to a lack of awareness of
the SRS, different definitions of ADR terms, and data-transfer and data-recording
problems. It is recommended that the Thai FDA authorities encourage healthcare
professionals to report ADRs with a high level of completeness, timeliness, and quality.
They should also revise ADR report forms and reporting procedures for the SRS, so that
PMS can be performed efficiently.
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