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For more than three decades, Rickettsial laboratory has been established to diagnose the
Rickettsial infections which are caused the unknown fever. In order to left up the Rickettsial
laboratory service standardization, the paradigms shift to the ISO15189: 2007 Medical Laboratory
Standardization has been integrated into Rickettsial Laboratory Process. ISO (the International
Organization for Standardization) is the federal worldwide of national standard body which is the
main task for the international standards accreditation. Medical laboratory services are essential to
patient care and cure. Therefore, [SO15189:2007 provides an opportunity for external perspectives
on the laboratory’s practice including encouragement for the sharing of best practices, stimulation for
an innovation, risk assessment and prevention for the unnecessary duplication of information. Most
important requirements consist of the inter-laboratory testing for controlling quality, the advice of the
users of the laboratory service, the collection of patient samples, the interpretation of test results,
acceptable turnaround times, how testing is to be provided in a medical emergency and the lab’s role
in the education and training of lab staffs. All of these are the essential requirements of Rickettsial
laboratory for ISO15189:2007 accreditation. Therefore, this report is the preparation of Rickettsial
laboratory at AFRIMS for ISO15189:2007 accreditation. Quality team and Lab team are devoted to
carry out the documents with the quality and technical managements: namely quality manual (QM),
quality procedure (QP) and standard operating procedure (SOP) of Rickettsial laboratory. This lab is
continuously performed with ISO15189:2007 necessity. Moreover, quality manual (QM) is the most
pivotal document determined to the policy of regulatory body requirements. The ISO accreditation is
also concerned the safety manual in laboratory and ethics in medical lab. Particularly, it requires
highly supporting from Director General. All of the quality documents: quality manual (QM), quality
procedure (QP), Standard Operating Procedure (SOP) of rickettsial laboratory and manual forms are
already prepared for being certified in 2013.

The future plan, rickettsial laboratory is going to be audited by the internal auditors on
8 October 2013. All documents and material are ascertained. In the period of year 2014, the quality

team will submit the Rickettsial laboratory qualification to the national accreditation body. In that

year, we anticipate for getting the ISO15189:2007 certification of Rickettsial Laboratory.
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