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Abstract 
The study of adverse drug reaction of telbivudine in  
Chronic hepatitis B virus infection at Siriraj Hospital. 

 
Nitiphout Phumjun, Ploylarp Lertvipapath 
Project advisor: Pramote Tragulpiankit*, Naruemon Dhana**, Tawesak Tanwandee*** 
* Department of Pharmacy, Faculty of Pharmacy, Mahidol University 
** Pharmacy Department, Faculty of Medicine Siriraj Hospital, Mahidol University 
*** Department of Medicine, Faculty of Medicine Siriraj Hospital, Mahidol University 

Keyword: Adverse drug reaction, Telbivudine, Chronic hepatitis B infection, Siriraj Hospital 

 
 Telbivudine is the newest antiviral agent treatment of chronic hepatitis B virus. 
Since it is recently launched, safety profile must be monitored. The objective of this 
study was to determine the frequency and characteristics of adverse drug reaction 
(ADR) that may relate to telbivudine in chronic hepatitis B patients who have been taking 
telbivudine at Siriraj Hospital between October 1, 2007 to August 31, 2009. Chart review 
and direct patient interview was performed, the event was then assessed by using 
NaranjoSs algorithm. ADR was categorized by organ system and patient outcome. 
Results: There were 73 patients in the study, 43 were male with mean age of 52.5 + 10.5 
years old. Fifty patients (68.5 %) were suffered from at least one ADR with total of 80 
ADR events. The ADR which is categorized by organ system as follow; musculoskeletal 
system, central nervous system and gastrointestinal system in 45 (56.3%), 13(16.3%), 
11 (13.8%), respectively. The probability of ADR were assessed as possible and 
probable by 72 (90.0%) and 8(10.0%) events, respectively. Fifty-nine (73.8%) ADR 
events have not resolved and ten (12.5%) events were not able to monitor patientSs 
outcome. In additions, eleven patients (15.1%) had muscle pain with elevated creatine 
phosphokinase (CPK), two of whom had to discontinue telbivudine. The frequency of 
telbivudine-related adverse events in the present study seems to be high. It was found 
that the telbivudine-related adverse effect has not reported by spontaneous reporting 
system at Siriraj Hospital.  




