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Laboratory accreditation aspects and

worldwide standardization for genetically

modified organisms in food

- Why? Not only legislative obligation

- Certification ïaccreditation

- Technical competence, working areas...

- Standards

AGR 41349 Workshop on Genetically modified Organisms and 

Food Additives, Tripoli 24/25 May 2010
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Directive 93/99/EEC of 29 October 1993, 

article 3 (1) 

Â Obligation for accreditation of official food 

laboratories 

Â implementation was necessary until 

1. November 1998

Official food surveillance - Legally regulated area
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Regulation (EC) No 882/2004 of 29 April 2004

Article 12, Official laboratories,

(2) ...only designate laboratories that operate and are

assessed and accredited in accordance with the

following European Standards:

É EN ISO/IEC 17025 on ñGeneral requirements for 

the competence of testing and calibration 

laboratoriesñ,....
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Accreditation scope

Â Regulation 882/2004, Article 12, 

(3) The accreditation and assessment of testing 

laboratories ... may relate to individual tests or 

groups of tests.

Â The accreditation scope of a lab can be a mixture of

É specific methods and

É methodology.
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Regulation (EC) No 765/2008

Regulation (EC) No 765/2008 of the European

Parliament and of the council of 9 July setting out

the requirements for accreditation and market

surveillance relating to the marketing of products

and repealing Regulation (EEC) No 339/93
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Regulation (EC) No 765/2008, recital 9

The particular value of accreditation lies in the

fact that it provides an authoritative statement of

the technical competence of bodies whose task

is to ensure conformity with the applicable

requirements.
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Accreditation versus Certification ?

Â ISO 17025

É Section 4: Management systems requirements

É Section 5: Requirements for the technical 

competence

The management system requirements in ISO/IEC

17025 Section 4 meet the principles of ISO 9001

Quality Management Systems ïRequirements and

are aligned with its pertinent requirements.
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Not Ăonlyñ legislation

Â to guarantee the quality of test results

Â to established a base for transparency, for tracing 

back  

Â to avoid unnecessary duplications of laboratory tests 

Â to gain mutual recognition of analytical results 

Â to avoid barriers to trade
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Base for transparency, tracing back

Â When did ?

Â Who ?

Â What ?

Â By using 

É Which material, reagents ?

É Which equipment ?

É Which methods and why ?

Not documented means not done!
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Accreditation procedure

Audit

check of technical

competence by

Åquality management

documents (manual,

test procedures, test

reports, validation

documents,...)

Åon-site checks

Accreditation 

certificate

Registered and

published in the

internet

pre check

check of 

application 

documents

on-site visit of the 

laboratory and 

planning of audit

Application for confirmation of the technical competence
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Why ongoing story?

The accreditation is Ăvalid forñ 5 years.

Â Relevant changes have to be reported directly.

Â Each year the laboratory has to send an up-

date verification.

Â Between the main on site audits observation 

audits are performed. 

ĂAfter accreditationñ is Ăbefore re-accreditationñ. 
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authorized editions, periodically reviewed, updated, unique and 

completely identified, master list

Document control 

Considering all aspects according  ISO 17025, 4.15.1

Management review

Access to the laboratory 

......impartiality,......responsibilities fixed?, ......job descriptions

Organisation 

professional competence, education, training, experience, 

dated authorization and confirmation of competence

Personnel

Some accreditation criteria (from the checklist)
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Access to the laboratory
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Contact with the surrounding (1)
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Contact with the surrounding (2), Storage of coats
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sample handling

sample registration, sample identification
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adequate equipment, e.g. seed counting
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Grinding (homogenisation)
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backup sample
homogenisation

PCR-set up

storage

PCR-products

storage

DNA-extracts

PCR-solutions

DNA-extraction

(real time) PCR

post-PCR

laboratory-backup

sample

reagents for 

extractions

reagents post-

PCR area
result

Separation of working areas, reagents, 

solutions and equipment

sample
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Dedicated equipment in the master mix preparation area
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Separation of working activities
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Å professional competence, 

Å education, 

Å training, 

Å experience,

Å dated authorization and 

Å confirmation of competence

Personnel

Remember some personnel accreditation criteria
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Dedicated working area (false handling)
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Dedicated working area (right handling :-)
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Material handling
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Handling of solutions
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Å Not limited to the technical laboratory stuff

Å Include cleaning stuff

Å Knowledge about separation of different 

working areas/rooms

Personnel

Remember some personnel accreditation criteria (2)
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Consideration of cleaning procedures
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M E1 L+ -E2 L M 1 2 3 4 5 6 7 8 9 10 M P P

383bp

180bp

Extraction controls, positive controls, inhibition controls, 

negative controls

M = DNA Length standard;
P = negative PCR control 

L = empty lane; 

1-10 = samples; 

E1, E2 = extraction controls;

+ = positive extraction control;

- = negative extraction control; 
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Positive control reaction in real time PCR
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Reference material


