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Flexible scope experience at NIB in Slovenia

‘ SLOVENSKA

AKREDITACUA = testing laboratory
o = fixed scope since 2003
LP-028 (GMO)

akreditacijska listina

accreditation certificate = flexible scope since

NACIONALNI INSTITUT ZA BIOLOGLO

it 2012 (GMO & ,plant

Organizacija Je akreditirana pri Slovenskl akreditaciji (SA) kot preskudevalni laboratori).

S to akreditacijsko listino se priznava izpolnjevanje zahtev standarda h I h [4
SIST EN ISO/IEC 17025:2005 e a t

za dejavnosti, ki 5o opisane v prilogl te listine. Akreditacijska listina se upcrabija le v
povezavi s to prilogo,

Datum podelitve akreditacije: 22. avgust 2003

Akreditacija je veljavna do preklica. Veljavnost akreditacije je mogode preveriti na
spletnl stranl SA, www.slo-akreditaclja.sl, in v katalogu akreditiranih organov na

o annexes
Slovenska akreditacila je podplisnica sporazumov o medsebojnem priznavanju

akreditaci] na podroéju preskusanja pri Evropskem zdrufenju za akreditacijo (EA) in eri
Mednarodnem zdruZen|u za akreditacijo laboratorfjev {ILAC).
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The above organaation has baan accreditad by Slovenan Accraditation (S4) as  testing laboratory This
Accreditation Certficate 18 10 certify compiiance with the requiremants of the SIST EN ISO/IEC 170252008 for
the actvities &% describad In the Annex herto, The Actreditation Cartificate shall only be used in conpmction with
this Annex.

Grant of acoreditabon 22 August 2003
This acoreditation shall remain in fores until withdrawn vmw of accraditation may b varfiod on the SA
wabata, www Blo-akraditacys &1, and in the Catalogue of accredited bodwes at the SA haad office

Slovenian Azor :Irt-e n (54) s w-utryoruwmutlw al Agrearnants of the European Co-operation far
( el Ca-oparabon [ILAC) for testing.

EPPO Workshop on Flexible Scope.
NVWA, Geertjesweg 15, Wageningen (NL), 2017-06-26/28
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Scope of accreditation

Testing fields:

= biology, biochemistry (GMO detection)
= microbiology (molecular methods)

Test items:

» foodstuffs

= agricultural products
* biological samples
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Tip obsega fleksibilni (moZnost uvajanja manjéih sprememb metode all dodatnih vrst preskusancev ali dodatnih parametrov)®
i Type of scope flaxible () ity of implementing minor modifications of the method crintroducing additional types of test
items or additional

Mesto izvajanja v laboratoriju / Stte in the labaoratory/

Fodméja preskuéanja gleds na visto preskudanja mikrobiologija (molekularne metode) / Testing fleids with reference o the type of

test microbiology (molecular methods)

Podroja preskuganja gleda na vrsto preskuanca Z2ivila; kmetiski proizvedi, blolushkl vzorci / Testing fields with refesence to the

_type of test fem_foodstuffs; agricultural products; blological samples
Obmodje preskudsna,
Oznaka standarda all nestandacdne | Maslov standarda ali nestandardne preskusne metods Nogolovest rezukets Materiali,

St praskusne metoda In moreiine navezave na druge standande alt metode e En‘:; Lk prowvod

No | Reference to standard or non-standed |  Title of stendard or non-standard festy:g method & Hl;rwﬂﬂw- Matenals;
festing mathod avenival relat'ons to other standars or methods Uncertainty of te iesult of products
testing (where relevan)

2. | 02D-Pos48 PCR v realnem €asu za dolo&anje Zivila,
intarna metoda mikroorganizmoy - roditeljev bolezni rastlin / kmetijski
in-house method |Raa." time PCR for testing of microorganisms - | pridelki in

plant pathogens biologki

B vzorci (razen
Kvalitativna metoda na osnovi nukleinske kisline semen)
v povezavi z internimi postopki / foodstuffs,
Qualitative nucleic acid based methods in agricultural
connection with internal procedures: produce and
biological

‘HED-F&BUE - Ekstrakcija DNA za analizo sampies
fitoplazem / DNA extraction for phytoplasma {except
analysis seeds)

“Laboratorij lahko po potrebi uvede manjée spramembe metode ali dodatne vrste preskudancev znotraj skupin navedenih v zadnjem
stolpcu tabele, ali dodatne parametre v okviru namembnosti metode . Podatke o trenutnem stanju obsega vzdrZuje laboratorij. / Laboratory
can implement minor modifications of the method or introduce additional types of test items from a group defined in the last column of the
table or introduce addiltional parameters within limits of the purpose of the method as necessary. Details on the aciual extent of the scope
are maintained by the laboratory.
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List of accredited methods precisely defines methods listed in Annex to the accreditation certificate no. LP-028,
and used by the Department of biotechnology and systems biology for detection of microorganisms - plant

pathogens.

phytoplasma analysis

AP phytoplasma (Capple
proliferation, Ca. P. mali’,
IG5 region)

FD phytaplasma (pear
decline, *Ca. P. pyri’, IGS
region

ESFY phytoplasma
(European stone fruit
yellows, * Ca. P. prunorum’,
15 region

Reference Title of standard or Range of testing Materials: Internal | Issue Title of Method
to standard non-standard testing products procedu procedure accredited
or non- method and eventual re code for detection from
standard relations to other i
testing standards or methods i g ¢
method elemenits
02D-Posd48 | Real time PCR for Stolbur group, 16SrXTI, plants and 02D- 08 Detection of 11-10-2012
(issue 06) testing of Stoli1 genomic fragment insects Posd3 phytoplasmas FD and BN
in-house microorganisms - plant (including BN and MR with real-fime phytoplasma
method athogens ' FCR
P g ,Eﬂ;’:lr‘;icirf}{awma: a. P. 03-07-2014
Qualitative nucleic acid qualitative Egl—fl‘r'n and
based methods in phytoplasma
connection with internal | | gim yellows group. 165rV,
procedures: FDY genomic fragment 07-07-2015
. (including FD Maize redness
02D-Pos06 (issue 08) — ) - phytoplasma
DNA extraction for phytoplasma) - gqualitative

= to be added: more detailed definition
of matrices

= can extend range of testing,
materials tested

= even before an external audit results
can be reported as ,accredited’

= validation
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Dealing with validation

* internal procedures for planning of validation,
validation and reporting
* In-line with EPPO recommendations
* implementation of a validated method
= critical points analysis
In-house developed methods
= comparison with current methods
= analysis of samples
= spiked positive controls

= not modular V
= validation of [DNA extraction + qPCR]
= GMO: DNA extraction = good — any qPCR
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Implementing quality assurance

= different approaches: GMO/phytoplasma/bacteriology
= use of internal amplification controls (mostly yes)
= positive isolation controls (used in bacteriology)

= decisions based on analysis of critical points and generated
data

= useful VS necessary

* Internal procedure: managing rarely used methods

» |ess than once per year

= precautionary measures
= |iterature review
» read the relevant documents
= check chemicals and reagents
= check instruments
= use positive and negative controls
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Demonstrating expertise

= performance = validation data
= testing = international
il analysis collaboration
= positive findings / _
interceptions / " peer-reviewed
detection of publications
outbreaks

* blind samples
= results of controls

= proficiency tests
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Conclusions

broad flexible scope based on a methodology (real-time
PCR) and a range of matrices

answering ,is this present?’
additions supported by additional validation data

on-going discussions about ,the Scope*

= should testing of everything within the scope be possible witout
additional validation data?

not fully exploited yet

= e.g. reproducibility and repeatability so far determined for all
accredited gPCRs
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