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Hong Kong Laboratory Accreditation Scheme (HOKLAS) is administered by Hong Kong Accreditation Service
(HKAS). Its operation is based on international standard and the accreditation provided is independent
and impartial. All HKAS’ accreditation schemes, including HOKLAS, are open for voluntary participation.
Through vigorous on-site assessments and regular surveillance, the accredited organisation’s management
system and technical competence for specific activities are critically evaluated.
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Accreditation of Non-Medical Testing and Calibration Laboratories
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Laboratory accreditation offers formal recognition of a laboratory’s competence in performing specific tests or
calibrations and provides assurance on the reliability of the associated results. It also ensures that a laboratory
implements a compliant management system. In Hong Kong, laboratory accreditation has a history dating back to
1985 when HOKLAS was first established under the former Industry Department. HKAS was then established in
1998 through the expansion of HOKLAS. To date, HKAS has accredited over 200 non-medical laboratories, which
offer testing and calibration services across a wide spectrum of technical disciplines.
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Accreditation criteria
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Accreditation criteria for laboratories (non-medical) are in accordance with ISO/IEC 17025 ‘General requirements
for the competence of testing and calibration laboratories’. In addition, laboratories shall comply with HKAS and
HOKLAS regulations, policies and relevant supplementary criteria for specific technical disciplines. During the
accreditation process, laboratories need to demonstrate their conformity with the accreditation criteria to HKAS
assessment teams through on-site assessments, during which representative laboratory activities within the scope of
accreditation will be selected for witnessing.
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Scope of accreditation service
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HKAS currently provides accreditation service to laboratories (non-medical) for the following 15 test categories:
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e Calibration Services e Construction Materials e Pharmaceutical Products
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e Chemical Testing e Electrical and Electronic Products e Physical and Mechanical Testing
{EE R BERNEBETER BN B
e Chinese Medicine e Environmental Testing e Textiles and Garments
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Food e Toys and Children’s Products
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Forensic Testing e Testing Required by the China
RE2EE Compulsory Certification
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i3] e Veterinary Testing
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As the need arises, HKAS may extend its service to cover other test categories.
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Accreditation of Medical Testing Laboratories
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Launched in February 2004, the HOKLAS medical testing accreditation programme serves as an effective gateway for
medical testing laboratories to demonstrate their technical competence and be recognised by various clients such as
clinicians, patients, regulators, in vitro medical device manufacturers, etc.
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Accreditation criteria
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Medical testing laboratories are assessed against the requirements of the international standard ISO 15189 ‘Medical
laboratories — Requirements for quality and competence’. In addition, laboratories shall comply with HKAS and
HOKLAS regulations, policies and relevant supplementary criteria.
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Scope of accreditation service
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HKAS provides accreditation service to medical testing laboratories in
the following disciplines:
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e Anatomical Pathology e Haematology
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e Chemical Pathology e Immunology
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e Clinical Microbiology & Infection e Medical Genetics
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Accreditation of Proficiency Testing Providers
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Proficiency testing is a very useful tool for demonstrating, assessing and
monitoring the performance of laboratories and inspection bodies for
specific tests or measurements. To provide formal recognition to competent
proficiency testing providers (PTPs) based on international standard, HKAS
launched the accreditation programme for PTPs under HOKLAS in 2008.
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Accreditation criteria
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PTPs obtaining accreditation must operate in accordance with the technical and management system requirements
in ISO/IEC 17043 ‘Conformity assessment - General requirements for proficiency testing’. They also need to follow
applicable HKAS regulations, policies and supplementary criteria.
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Scope of accreditation service
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HKAS currently offers accreditation service for PTPs that organise proficiency testing schemes for chemical testing,
medical testing, calibration, electronic and electrical products, microbiological examination, as well as physical and
mechanical testing. As the need arises, the programme may be extended to cover providers of schemes in other
technical disciplines.
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Accreditation of Reference Material Producers
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Reference materials are important tools for disseminating metrological traceability and ensuring the quality of
measurement results. Accreditation of reference material producers (RMPs) enhances the confidence and acceptance
of the reference materials they produce. HKAS began to offer accreditation for RMPs in 2010 under HOKLAS.
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Accreditation criteria
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RMPs applying for accreditation shall establish a management system and demonstrate conformity to the international
standard ISO 17034 ‘General requirements for the competence of reference material producers’. They also have to
comply with HKAS and HOKLAS regulations, policies and relevant supplementary criteria.
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Scope of accreditation service
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HKAS offers accreditation service for RMPs of certified and non-certified reference materials.
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Benefits of accreditation

SR A ERAVEF AR

Accredited laboratories enjoy the following advantages:  Users of accredited service also gain the following benefits:
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e Formal recognition of competence ° Reliable test results
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e A benchmark for performance ° Confldence in laboratory service
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e Boost of corporate image for service promotion e Cost savings in export of goods due to cross-border
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e Wider acceptance of test and calibration results, RARGEREEREARMOEEYEOBRAE

reference materials and proficiency testing schemes
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International recognition
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HKAS makes every effort to promote the acceptance of test and calibration results from accredited laboratories.
Locally, endorsed reports and certificates issued by HKAS accredited laboratories are widely accepted by the
general trade and industry as a proof of conformity. They are also recognised by the government in its acquisition
of services and law enforcement. Internationally, acceptance is promoted through mutual recognition arrangements
(MRA) established among accreditation bodies worldwide. HKAS is active in the regional and international laboratory
accreditation community. HKAS is a signatory to both the International Laboratory Accreditation Cooperation (ILAC)
and Asia Pacific Accreditation Cooperation (APAC) MRAs, which covers HKAS accreditation on testing, calibration,
reference material production and proficiency testing provision.

Under these MRAs, the accreditation by HKAS is recognised as equivalent to an accreditation by other signatories
in over 100 economies globally. Endorsed test reports and certificates issued by HKAS accredited laboratories are
therefore recognised worldwide, including the major trading partners of Hong Kong. These cross-border recognition
arrangements effectively reduce the need for repetitive testing and calibration, thereby facilitating trade between Hong
Kong and other economies.
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Information and enquiry
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All HKAS and HOKLAS publications can be downloaded from the HKAS website (www.hkas.gov.hk). Laboratories
interested in applying for HOKLAS accreditation are also encouraged to study the application packages available at
the HKAS website. Further query may be directed to the responsible officer of HKAS Executive as listed there.

For more information on the services offered by HKAS accredited laboratories, please visit the Directory of Accredited
Conformity Assessment Bodies at the HKAS website or contact HKAS Executive (email to: hkas@itc.gov.hk).
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