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The purposes of this study were to develop protocols for intensive monitoring of adverse drug
reactions on antiretrovirals and to study results of the implementation of these protocols at Queen Savang
Vadhana Memorial Hospital.

One-hundred and sixty HIV-infected outpatients were monitored during November 1, 2005 to
February 28, 2006. There were 17 new patients (10.6%) firstly received antiretrovirals and 143 patients
(89.4%) who had already received antiretrovirals. All patients obtained Highly Active Antiretroviral Therapy
(HAART). Most patients (61.9%) were treated with AZT+3TC+NVP where d4T+3TC+NVP were secondly
used (22.5%). It was found that 44.4% of patients had adverse drug reactions. The ADR incidence of
antiretrovirals was 4.0 patients and 6.2 events per 1000 person-day. Causality assessments were
performed which gave 23.8% as ‘possible’ and 20.6% as ‘probable’. Clinical signs and symptoms were
presented in 35% of patients and 18.1% with abnormal laboratories. The severity of reactions classified
as grade 1 or 2 were found in 91.5% of patients. Two patients were graded as serious AD? resulting in
hospitalization from grade 4 anemia (Hgb<6.5 g/dl) caused by combination of AZT+3TC. Gastrointestinal
system such as nausea and vomiting were the most organ system affected. The second was metabolic
system especially lipodystrophy. During the study period, 13 patients had to change antiretroviral
regimens because of adverse reactions. Agreement on the causality assessments among two physicians
and a pharmacist showed fair results. (K1=0.50, K2=0.57, K3=0.53)

The results from this study show that intensive monitoring of adverse drug reactions using the
established protocols can help reducing serious and severe ADRs in antiretroviral patients because

pharmacist can identify and monitor ADRs quickly and conveniently.





