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1-The new ISO 17025 :
Main changes
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1-Main changes identified I9y the laboratory

Scope of the standard: laboratory activities including sampling

The risk-based thinking which enables some reduction in prescriptive
requirements and their replacement by performance-based requirements;

A greater flexibility than in the previous version in the requirements for
processes, procedures, documented information and organizational
responsibilities;

Emphasis on “Impartiality” vs. “Independence”
Process orientation but not restricted to it (no obligation to develop processes)

Information Technology: Risks, data integrity, confidentiality, validation of
softwares, considering electronic documents

New requirements for complaints, reports and management review
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2 — Options for the management of changes
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2.1-Management of the transition

Comparison of requirements between new & old version of ISO 17025:
identification of major impacts in our system and major issues

v Exploratory internal audits

v'Systematic analysis of the new requirements and the provisions in place

In the case of ANSES, benefit of the approach / developments in the 11
laboratories of the organisation.
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2.1-Management of the transition

Comparison of requirements between new & old version of ISO 17025:
identification of major impacts in the QA system and major issues

v/Staff training

v'Process approach (not obligatory)

v'Risk and opportunity management

v'Information systems

v'External providers and their control/evaluation (e.g IT services)
v'Impartiality and confidentiality (risk approach)

v'"Management of nonconforming work

v'Complaints

v'Customer relation (General conditions of analyses / test reports)
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2.1-Management of the transition

Development of a transition’s action plan

4.00 General requirements

Provisions should be OK FP/001 on
08/31/2018 OK

4.01 Impartiality - Incomplete provisions consolidated with the risk- 09/20/2018 MM/001 on
based thinking 09/20/2018

evolutio

The outcomes (of complaints) to be )
OK creation of

communicated to the complainant shall Create a specific

7.09. . - PS/060 and
be made by, or reviewed and approved s Incomplete provisions procedure of the 09/07/2018 FSE/102 on
by, individual(s) not involved in the complaints management 04/09/2018

original laboratory activities in question

Use of a GANTT chart for the transition planning and scheduling

— ~—
AMTET: b... 2018
roet il S g 4 | ' : | '
Nom —" Date de début | Date de fin mai juin Juillet F0lt septembre octobre
@ Elaberation du plan de management du ...07/05/18 18/05/18 |
@ Approche processus 14/05/18 20/09/18 [ ]
@ Approche risques/opportunités 14/05/18 20/09/18 [ ]
El @ Chantiers 01/06/18 28/09/18 r .
o Informatique/ RD 01/06/18 29/06/18 | —
© Reclamation / Ecart 15/06/18 20/09/18 [
9 Relations client / Impartialité 25/06/18 20/09/18 e ——
@ Prestataires externes 01/08/18 20/09/18 |
@ Installations/ Validité resultats/ Autres 15/08/18 28/09/18 |
© Audit interne 28/06/18 29/06/18 a
El @ Formation personnel 17/05/18 02/07/18
@ Formation personnel 17/05/18 17/05/18 0
@ Formation personnel 01/06/18 01/06/18 0
“ Formation personnel 15/06/18 15/06/18 0
o Formation personnel par CC 02/07/18 02/07/18 0
@ Information des clients 03/09/18 20/09/18 |
© Publication LAB REF 02 02/07/18 02/07/18 |
El @ Dispositions Anses 02/07/18 28/09/18 L A
o Revue des dispositions transversales ...02/07/18 28/09/18 e ——
@ Transmission plan de transition au Cofrac 31/08/18 07/09/18 /1
@ Audit Cofrac 03/10/18 04/10/18 m

Internal audlt at mid-transition performed by a competent staff
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2.2-Process approach

 Not a formal requirement, different options possible
* Process approach used to implement the risk and opportunity management
e Development of a process map

Management processes J

Pl ——
V/ Realisation processes

Provide testing services in virology and bacteriology
on tropical plants

N
! |

Support processes

5

Customer requirements and regulatio
/-.—_-““\
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N . R
‘\‘-_-_.,/
Customer satisfaction
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2.2-Process approach

 Not a formal requirement, different options possible

* Process approach used to implement the risk and opportunity management
e Development of a process map

e Development of a dedicated documentation :

* quality plan “process approach & risk and opportunity management”
. and process description forms for each process
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2.3-Risk & Opportunity_management

Risk & opportunities are appreciated at different levels, with dedicated
tools:

i Major risks identified < e
Strategic Institution SRR ; \
(Anses) - " "
e e Eer e \
/,,/"”/ SWOT updated as necessary H““H-E_______ \
. and at a minimum for the . \
,,// Strategic Level (Lab) annual management review ‘\\\
y \

Analysis of data, input of proc \
review / management review \

Identification of critical points,
5M, AMDEGC, others...

Workstation/ operators:

Nonconforming work,
. Correctiveactions, .
T Improvement & opportunities il
\‘hﬁb—_::___ o __ﬁ:__:::_ezpm/
— = —t - In =1 ==y i_’
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2.3-Risk & Opportunity management K.

Tools used : SWOT analysis

m

Weaknesses => Allows to identify topics for
‘ ' actions which can be implemented
to control risks/threats and to
promote strengths and

opportunities

Opportunities Threats
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2.3-Risk & Opportunity management t

Tools used: systematic analysis / 5M (to 8M) or Ishikawa diagram

- Ad

= =El=g
o = E&ﬂ =
& i
Material Machine Method

\/\/\/’_

Man / . ’
Medium / Measurement ‘
management

' \ y
o= e

~ =

=> Allows to identify critical points in each analytical protocol, and to decide
actions to secure the operations and results
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http://www.faceo.com/fileadmin/templates/images/facility_property_management.jpg
http://www.fsconcept.com/site_fsconcept_formation/image/icone/management02.gif
http://www.chaux-de-fonds.ch/images/organigramme.gif
http://pagesperso-orange.fr/guitare.acoustique/images/book.gif
http://bioinfo.unice.fr/biodiv/methodes1.jpg
http://www.touslesprix.com/ph_img/micro/8/2/6/82665.jpg
http://www.tuvasvoir.com/joomla/images/stories/computer.png
http://www.usinenouvelle.com/expo/medias/1/6/9/000020961_3.jpg
http://www.anuo.be/category_icons/materiaux-construction.png
http://www.clemot.fr/data/im_prestations_environnement_picto_-1_043449.gif
http://www.09-rando.com/randonnee_pyrenees/images/topics/s-environnement.jpg
http://www.pce-france.fr/instruments-mesure/images/instruments-mesure-humidite-log.jpg
http://fr.mailperformance.com/images/MPERF/Produits/images/Atouts/Data-analyst/picto_data-analyst.jpg

2.3-Risk & Opportunity management t

Tools used : simplified FMEA (Failure Mode and Effect Analysis)

1-Low 1-Rare
2-Mod : .y 2-Possible
S Sovaae Severity (S) Probability (P) 3-Likely
4-Critical 4-Frequent
1-Low 1-High
2-Moderate Importance (Imp) Control (C) 2-Moderate
3-High 3-Low
1-Performance Guidan ce for
2-Monitoring .
3-Action action

=> Allows to prioritise the risks
to implement a rational strategy of actions
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2.3-Risk & Opportunity management ﬁ

Tools used : simplified FMEA (Failure Mode and Effect Analysis)

Example adapted from Nematology unit — biomolecular analysis

Step of the ey I . . Probability | Severity | Control
P ) Identified risk Contribution to uncertainty of analysis y y
analysis A G M
when adding beads Rare Severe High
during crushing step with individual pestle Rare Severe High
during the distribution of reagents /buffers Rare Severe High
Extraction Risk of _ .
, . . when opening tubes at the different steps
d'ADN contamination
Rare Severe High
while transfering solutions / extraction from tubes to plates
Rare Severe High
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2.3-Risk & Opportunity{management

Tools used : simplified FMEA (Failure Mode and Effect Analysis)

Example adapted from Nematology unit — biomolecular analysis

T . . Control Description of controls in place Guidance of action
Contribution to uncertainty of analysis
M AxGxM
when adding beads High beads added tube by tube without touching the tubes 4 Monitoring
during crushing step with individual pestle High Use of individual and non reusable pestle 4 Monitoring
Distribution of reagent with no contact with tubes' walls; change of
during the distribution of reagents /buffers . I by I gentwl Wit W & o
High pipette tips between tubes 4 Monitoring

centriguation prior to opening tubes

careful opening of tubes

appropriate rack to avoid contact between tubes
High change of gloves if necessary 4 Monitoring

when opening tubes at the different steps

centriguation prior to opening tubes

careful opening of tubes

appropriate rack to avoid contact between tubes
High change of gloves if necessary 4 Monitoring

while transfering solutions / extraction from tubes to plates
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2.4-Control of data and information systems'ﬁ}

I I I B . ———

v Description of the information systems: Computer mapping / List of
softwares & firmwares used / monitoring of the versions (software /

firmware)
v Control of information systems: validation of computer tools /

traceability of verification in case of software upgrades

v Data securing: Confidentiality / protection against intrusion / computer
backup / test of data recovery
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2.5-Complaints t

| — Receipt and recording of the
customer feedback

v" The new ISO 17025 requires :

-a description of the complaints handling
process to be available to any interested party
upon request

-the outcomes to be communicated to the

. . 4 — Examination and
complainant to be made by, or reviewed and decisions
approved by, individual(s) not involved in the ) v .
original laboratory activities in question 5 - Treatment and monitoring

v

_ : f ifi /T , N\
=> Creatlon (o) SpECl IC prOCEdure + a » 6a— Conclusion and approval
recording for the management of complaints ) l ’

customer

6b — Outcomes to be -
communicated to the .

\.

v

[ 7 — Classification and archiving ]
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Conclusions .

I——

» Examples of implementation of ISO 17025: 2017 in several QA
systems

» No non compliance identified for 3 QA systems evaluated so far
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