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ABSTRACT 
 
Advancement in food and genetic technologies exemplify scientific paradigms in 
the field of nutrition.  The convergence of functional food development and 
nutritional genomics carries the promise of enabling optimized nutrition and 
customized diet based of individual genetic makeup.  However, the convergence 
must be driven with the need to validate scientific data and regulate laboratories 
performing genetic testing for mutual protection.  Instigating quality in its entirety, 
the FNRI-DOST conceptualized and undertook a study of positioning of the 
Quality Management System (QMS) of the FNRI Nutrigenomics Laboratory 
(FNL) towards ISO/IEC 17025:2005 Accreditation.  The QMS Documentation 
following the said Standard is the first of the three phases in the study, and 
served as the starting point for the creation and implementation of a QMS in the 
laboratory.  A Self-examined questionnaire was used to initially assess and 
compare the FNL QMS against the QMS of the two FNRI laboratories accredited 
for ISO/IEC 17025:2005 (Food Analytical Service Laboratory [FASL] and 
Biochemical Assessment Service Laboratory [BASL]).  Results showed that 
some of the requirements of the standard were already being met to some 
extent.  This evaluation can be used as the basis for filling the gaps between the 
actual practices and recommended requirements. 
 
INTRODUCTION 
Quality requirements are particularly high in genetic testing (i.e., Gene 
Expression Analysis) and the accreditation of laboratories offering this kind of 
tests shifted from being a “recommendation” to becoming a “requirement”.  The 
2nd edition of the International Organization for Standardization and the 
International Electrotechnical Commission (ISO/IEC) 17025, series of 2005, 
provides the general requirements for the competence of testing and calibration 
laboratories that can be applied to those conducting genetic testing.Upholding its 
mission of fighting malnutrition with accurate data, correct information, and 
innovative technologies, the Food and Nutrition Research Institute of the 
Department of Science and Technology (FNRI-DOST) embarked on investigating 
probable links between diet and gene that may provide better understanding of 
non-communicable diseases and micronutrient deficiencies in 2012 and 
launched its very own Nutrigenomics laboratory.  A year after it started its 
operation, personnel from the Nutrigenomics Unit of the Nutrition Research and 
Development Group, conceptualized the creation and implementation of a 
standardized QMS in the laboratory, focusing on pragmatic approaches to attain 
high levels of quality management and quality assurance required in the context 
of genetic testing.   
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OBJECTIVES 
 
Designed as a three-phase project, the first phase aims to implement a QMS  in 
compliance to the requirements of ISO/IEC 17025:2005 at FNL.  Specifically, the 
phase intends to: 
 

1. Capacitate the Nutrigenomics laboratory personnel thru trainings on 
ISO/IEC 17025:2005 standards; 

2. Validate the existing system of the Nutrigenomics laboratory and formalize 
the QMS of the laboratory; and 

3. Develop guidelines for the Nutrigenomics laboratory thru documentation of 
the QMS 

 
 
METHODS 
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This particular phase emphasized on capacity building of its personnel to 
completely capture the elements required by the said standard. The 
management structure of the FNL was formalized and documented to achieve 
sound management prior to assessing the laboratory in terms of its technical 
competency. In order to identify the laboratory’s degree of compliance to the 
management requirements of ISO/IEC 17025:2005, the existing system of FNL 
was compared against BASL and FASL.  The evaluation procedure was 
patterned in the study of Khodabocus and Balgobin in 2010, on the 
Implementation and Practical Benefits of ISO/IEC 17025:2005 in a Testing 
Laboratory. 
 
 

 
THIS WAS THE FORM USED TO INITIALLY ASSESS 

THE MANAGEMENT SYSTEM OF FNL 
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RESULTS & CONCLUSIONS 
  

FIGURE 1.  Quality Management System of FNL in comparison with BASL and FASL  

 
 
Personnel from the Nutrigenomics Laboratory were able to attend and participate 
in three training workshops on ISO/IEC 17025:2005 Standard, QMS 
Documentation, and Laboratory Internal Audit.  The graphical presentation above 
indicates that although the FNL does not operate a QMS, as in an accredited 
laboratory, it does abide to most of the clauses to some extent.  Some of the 
requirements of the standard are nearly met by the FNRI Nutrigenomics 
Laboratory.  Finally, members of the Quality Assurance Team of FNL have 
already drafted the management requirements in the quality manual, including 
sixteen (16) standard operating procedures, one work instruction and thirteen 
(13) forms.  
 
 
RECOMMENDATION 
 
To position the FNL quality management for ISO/IEC 17025:2005 accreditation is 
a challenging process.  The commitment of top management and staff 
involvement will determine the success of the establishment and implementation 
of a quality management system based on ISO/IEC 17025:2005. 
 
 
 
 
 


