








Institutional Review Board Approval  

This study was approved by both the Institutional Review Board of the Royal Thai Army 

Medical Department and the Ethical Review Committee for Research in Human Subjects, the 

Ministry of Public Health of Thailand (IRB# S043h/60Exp). Well-trained research nurses 

reviewed medical records and collected data into a case record form. Data entry into the case 

record form was then transferred to the central data management of the Medical Research 

Network of the Consortium of Thai Medical Schools to adjudicate that the process of data 

collection was compiled according to study protocol. The data management team was responsible 

for inquiries to study sites to verify data. Site monitoring was randomly performed in 

approximately 10% of study sites.  
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