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Adverse Drug Reaction Monitoring Program
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Adverse Drug Reaction Monitoring Program
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The National Adverse Product Reaction (formerly known as Adverse Drug Reaction - ADR)
Monitoring Center was established in 1983 under the supervision of Thai Food and Drug Admin-
istration ‘(FDA). This program was aimed to gather and analyze the inforrnation on the undesirable

~ effects of not only medicinal drugs but also other health products such as medical devices,

cosmetics, and household hazardous substances distributed in the country. This anticle reviews the
historical background and current situation of the monitoring system, including the overview of
ADR reported to the Monitoring Center and related studies conducted in That settings.

Since 1992, a countrywide network had been developed to strengthen ADR surveillance. As of
2003, there were twenty-1wo monitoring centers established in Ministry of Public Health hospitals
throughout the country. Two major surveillance mechanisms were employed, including voluntary
spontaneous reporting system (SRS) for all products and a more intensive procedure - Safety Moni-
toring Program (SMP) for new drugs. The number of ADR reports received at the national level
increased continucusly. During 1998 to 1999, most of the ADRs were caused by the combination of
sulfamethoxazole and trimethoprim. Meanwhile, systemic anli-infective agents were reported as
the major cause of the undesirable cffects. Most of the reactions were skin and appendage disorders.

Previous studies conducted in Thai health facilities illustrated the ADR incidence between 1.7
and 22.6 percent. The incidence rates indicated in these studies were influenced by several factors,
for example, methods, sample and population, study settings, and operational definitions. It was
found that ADRs were major causes of drug related problems, resulting in the readmission rate
ranging from 6.4 10 23.5 percent. As a consequence, markedly prolonged hospitalization and sub-
stantial increase in medical care costs had been observed. :

Regular, comprehensive reviews on ADR monitoring reports as well as related literature were
indispensable in the risk assessment of pharmaceutical products available in the market. The find-
ings could inform decision-makers in’relation to the enforcement of drug régulauons, drug selec-
tion, and prioritization of drug probiems for intensive monitoring.

adverse drug reaction, drug related problem, incidence, costs
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