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Introduction to Quality Management

QUALITY: degree to which a set of inherent (= existing,
permanent) characteristic of an object fulfils a set of
requirements. Object: a product or a service.

QUALITY MANAGEMENT: activities used by the lab to
direct, control, coordinate quality (Q-policy, Q-objectives,
Q-planning, Q-control, Q-assurance, Q-improvement).

(source: 1ISO 9000 definitions)
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Introduction to Quality Management

QUALITY MANAGEMENT: activities used by the lab to
direct, control, coordinate quality. Part of Q-management are:

Q-planning: setting Q-objectives, processes and resources

M| Q-control: checking how Q-requirements are fulfilled

Q-assurance: preventing errors and defect; providing
confidence that quality requirements are fulfilled

Q-improvement: increasing the ability to fulfill quality
Ml requirements

TWINNING BA/12/IB/AG 01 — Component 3: Seeds and propagation materials — RITA ZECCHINELLI



http://www.google.it/url?sa=i&rct=j&q=SEED+SAMPLING&source=images&cd=&cad=rja&docid=qSNqI1veunkjpM&tbnid=TB-o0_d-1yLFkM:&ved=0CAUQjRw&url=http://www.niab.com/pages/id/119/Seed_Sampling&ei=Iw3LUeObGYfEOdjOgdAN&bvm=bv.48340889,d.ZWU&psig=AFQjCNHQNpN-M2gS9yJPuX3tyr_h9624eg&ust=1372347984820719

Introduction to Quality Management
WHAT IS “QUALITY ASSURANCE"”?

QUALITY ASSURANCE: activities used to prevent errors and defect and to provide
confidence that quality requirements are fulfilled.

WHICH REQUIREMENTS?

Reliability of results
Costs
Time

TO WHOM?

The client

Confidentiality
Courtesy
Professionalism

The parent organization
The Ministry
The lab staff

REQUIREMENTS MAY BE STATED OR IMPLIED!
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Introduction to Quality Management
“QUALITY MANAGEMENT”: BASIC CONCEPTS

CONTROL OF THE PRODUCT CONTROL OF THE PROCESS

=> DIFFICULT TO ACHIEVE ON => CONCERNING THE WHOLE
THE WHOLE PRODUCTION PRODUCTION
= LOW EFFICACY => HIGHER EFFICACY

=>  DIFFICULT STANDARDIZATION| | = EASIER STANDARDIZATION

= EXPENSIVE => LESS EXPENSIVE
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Introduction to Quality Management
“QUALITY MANAGEMENT”: BASIC CONCEPTS

THE LABORATORY RECEIVES A CUSTOMER COMPLAINT:
MY SEED LOT HAS A MUCH HIGHER GERMINATION!!

How to convince the customer that your results are reliable? By process
control: you can go back from the certificate to the sampling and
demonstrate that your process is under control!

QUALITY IN SEED TESTING: THE TEST RESULT ARE RELIABLE.
IT DOESN’T ALWAYS MEAN GOOD QUALITY SEED!
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Introduction to Quality Management

“QUALITY MANAGEMENT”: BASIC CONCEPTS

OUTWARD:

e Facilitate standardization of methods, materials, products at
international level

e Facilitate reproducibility

e Harmonize the quality of the product in a globalized market

e Facilitate the international seed trade

e Ensure costumer protection and satisfaction

INWARD:

e Ensure safe actions

e Make the work more interesting

e Improve competitiveness and brand image

e Reduce errors and complaints

e Provide the laboratory staff with more satisfaction and
professionalism, lower level of stress
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Introduction to Quality Management
“QUALITY MANAGEMENT”: BASIC CONCEPTS

The Deming wheel (William Edward Deming, 1900-1993):
how to control and achieve a continuous improvment?

PLAN

(establish objectives and
processes)

DO

(implement the plan)

(adjust to improve) (evaluate the results)
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Introduction to Quality Management
“QUALITY MANAGEMENT”: BASIC CONCEPTS

The fishbone diagram (Kaoru Ishikawa, 1915-1989):
how to control and achieve a continuous improvement?

| Materiats | | Mother || Measuremant |

Pl
§/ 3:
M mnpcwar Machimas Mathaods
The Measurements Materials
6 Manpower Machines
Quality
“” Methods Mather Nature
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Introduction to Quality Management:
Accreditation Standards

ENSE LABORATCRIO ANALISI SEMENT! (2007 - 104730 POD
INTERNATIONAL SEED TESTING ASSOCIATION (ISTA)
Py %ﬂﬁ:;ﬁf&ﬁ%w NOAEA Requisitl generali per la competenza dei laboratori di UNI CEI EN
EUROPEA prova e di taratura ISONEC 17025

SETTEMBAE 2008

Viraore irgus
ol e 2000
General requiremants for $ha competenca of testng and calibration
labaratories

La norma epectica | requisit genarli per ka compaianza dal labo
raorn Ad GMeRuare prove Ao larture, intusa il campionamento
Essa coprm 18 prove @ taralure esaguite ullizzanco melodi norma-
lzzatl, masodi nan-nonralizzati @ metodi svilpoat dal laboratord

ISTA Accreditation Standard for Seed
Testing and Seed Sampling

FEUTO MGLESE 2 ITALIANYD

Note: Any electronic or hard copies of this document ontrolled copies / Confi liciity before
¥ ic or hard copies of this are uncontrolled copies / Confirm validity use La peasante norma & 1 versione ufficale in lingua ingles= & taliany
deila norma GLropea EN ISOAEC 17025 (ediacne maggio 2005}

La prasenta norma & s revisione delln UNI CEI EN ISCAEC
17025:2000

IS5 0312020

OUNI-CE| Waro
Pgepduoons vetaly, Tl | Gl So00 S5a0wtl Nessera parks oW preascts docrrends
#99 cesns rprodota 0 GILER C0N U NNZ2E Quasias, kicessa meralim o St seres
# conznzn satio el UNI edai C=1

Effectve as of 01.08.2015 Version 5.0 Page 1
ISTA Accreditation Standard Status: Final Print Date: 27.07.2015 LI CEIEN SOEC 17025 2006

ISTA ISO/IEC 17025
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Introduction to Quality Management

ISTA Accreditation

SCOPE OF ACCREDITATION :

a) methods from the actual ISTA Rules

Sampling (chapter 2) omiiprci B e Koo
Purity and OSD (chapters 3, 4) i s
Germination (chapter 5) g =
Moisture determination (chapter 9)
..... Others ...

b) Performance approved methods

e GMO testing

SPECIES sclected from the lists in the actual ISTA Rules: e

e Agricultural and vegetable seeds (Table 2A part 1)
e Tree and shrub seeds (Table 2A part 2)
e Flower,, spice, herb, medicinal species (Table 2A part 3)
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Introduction to Quality Management

QUALITY DOCUMENTS
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- To show it complies with defined standards

-To show it fulfills other requirements (e.g. National/International regulations
and laws, regulations issued by the parent organization, its own requirements)

-To describe the Quality policies of the laboratory

-To describe objectives and activities of the laboratory

-To provide the customers/stakeholders with evidences

-To ensure confidence in their own work to the staff

/7 -
<7

%
N P )
T T2 ~ AN
Setas
= & /
ELECTRONIC FORMAT!! = %

' o
m I,

(provided that they are protected, ﬁ' e
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Introduction to Quality Management

QUALITY DOCUMENTS MUST BE:

- Approved before the use

- Controlled (i.e. document and revision uniquely identified, page X of Y, dated,
issuing authority stated)

- Available when and where necessary

- Regularly reviewed and updated

- If invalid or obsolete, promptly removed and marked

- Listed in a master list

Document control applies to external documents as well

TWINNING BA/12/IB/AG 01 — Component 3: Seeds and propagation materials — RITA ZECCHINELLI



http://www.google.it/url?sa=i&rct=j&q=SEED+SAMPLING&source=images&cd=&cad=rja&docid=qSNqI1veunkjpM&tbnid=TB-o0_d-1yLFkM:&ved=0CAUQjRw&url=http://www.niab.com/pages/id/119/Seed_Sampling&ei=Iw3LUeObGYfEOdjOgdAN&bvm=bv.48340889,d.ZWU&psig=AFQjCNHQNpN-M2gS9yJPuX3tyr_h9624eg&ust=1372347984820719

Introduction to Quality Management

Quality documents are organized in four levels:

Quality
Manual (A)

It describes the Q-system, the Q-policies

They define why, who, what, where

SOPs (B)
Working instructions , forms (C) More detailed instruction
(linked to SOP)
Records (D) Evidences, results
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Introduction to Quality Management
QUALITY MANUAL

Purpose

Define and communicate Q-policies
Describe the Q-management system
Provide the staff with information relevant
for their work

Provide information for other stakeholders
(e.g. customers, auditors)

General structure

- Cover page
List of contents

Parent organization chart, position of the lab

Internal organization, definition of responsibilities

Q-policies, objectives

Compliance with accreditation standard

Internal/External reference documents
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Introduction to Quality Management

LABORATORY ORGANIZATION: EXAMPLE OF AN INTERNAL
ORGANIZATIONAL CHART

RESPONSABILE
LABORATORIO
RESPONSABILE
QUALITA
[ I I 1 1
RESP. SCIENTIFICO RESP. SCIENTIFICO
CAMPIONAMENTO SEGRETERIA AEESZ] ?gfg&'gﬁgu ANALISI VARIETALI - ANALISI OGM —
CONDUCIBILITA’ CITOLOGIA
I I I
[ I 1 1 [ 1 [ 1
RICEVIMENTO
COORDINATORE COORDINATORE ANALISI LAB. ANALISI : LAB. ANALISI
REGISTRAZIONE PUREZZA GERMINAZIONE TECNOLOGICHE VARIETALI LAB. CONDUCIBILITA LAB. ANALISI OGM CITOLOCICHE
PREP. CAMPIONI
LAB. PUREZZA LAB. GERMINAZIONE
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Introduction to Quality Management

JOB DESCRIPTION

There must be a job description for each
staff member and sampler.

RICO! E L'ANALISI
L'ECONOMIA AGRARIA

DELL'E
. CRA-SCS
It S h 0 u I d I n C I u d e : CENTRO DI SPERIMENTAZIONE
E CERTIFICAZIONE DELLE SEMENTI
- Key ta S ks MANSIONARIO DEL LABORATORIO

3A EDIZIONE — REVISIONE 02 (01.07.2015)

- Required level of education
- Training

- Technical knowledge

- Experience

in caso di stampa la validita del documento & limitata alla data di stampa
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Introduction to Quality Management

STANDARD OPERATING PROCEDURE (SOP)

SOPs describe the operations that must be implemented
for a defined purpose and scope. SOPs cover all the
activities carried out by the laboratory for technical
purposes (e.g. practical implementation of sampling and
testing methods, calibration of equipment) and in the
framework of the quality assurance system (e.g. staff
training and verification, management review, evaluation
of suppliers).

They must define
-Purpose and scope
-References
-Responsibilities
-Materials
-Procedures
(where applicable)

A distribution list need to be available
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Introduction to Quality Management

WORKING INSTRUCTIONS

Tipo documenio ISTRUZIONE OPERATIVA Sigla: 1008-POSTTA
Tiolo Formazione del personale di laboratorio: | Revsione: 01
C RAJ i ione al Sistema di Assicurazi Data 10102013
della Qualita
Redatto: F. Ferrari | Approvato: R Zeachineli Pegina 1 4i1

Premessa

La formazione cggetio di questa Isinzione Operativa & mirata ad offire ad ogni nuovo membro dello staff del
. M b T M M laboratorio una conascenza di base dei principi di base del Sistema di Assicurazione della Qualita adottato dal
e e S C rI e a Ct IV It I e S I n eta I Laboratorio, indipendentemente dal ruolo che la persona interessata & destinata a rivestire. Gli aspetti del
. Sistema di Assicurazione della Qualith inerenti le atfivit dei singoli reparti costituiranno parte della formazione
difasi i avanzale, eseguita in modo personalizzalo, a seconda delle mansioni affidate. Una presenlazione ¢

o disponibile (iSsrverdrchiviolQualitaiFormazicne Training-qualit3)
La sessione formativa pud essere unica o suddiisa in diverse giomate, a seconda del numero di partecipanti,
ey a re I n e O a O C u l I l e n u S u a y a n della disponibilita di tempo, dell'esistenza di particolari necessita (es. introduzione di nuavo personale di alto

livello, per il quale siritiene necessano un maggior grado di approfondimento).

Informazion genetal
S O P Che cos'é un Sistema di Assicurazione dell2 Qualita basi teoriche
. Perché il laboratoric ha installato e mantiene un Sistema di Assicurazione della Qualita
Clistandard di Accreditamento ISTA & ISO/IEC 17025
Il campa e applicazione dellaccreditamento del Laboratorio

| decumenti di Qualits

llustrazione dei diversi documenti: cosa descrivono? a chi sono indinzzali? a cosa senona?
= Manuale di Qualita

Mansionario del Laboratorio

Procedure Operaive Standard

Istruzioni

Registri

Moduli

Controllo del document di gqualita

Iodalita di comezione & cancellazione manuale

Esempio pratico: consullazione dei documenti di qualita disponibil al personale, in versione eletironica
(accesso al server, reperimente dei divesi documenti)

Esempio pratico: modalits di comezione di registrazioni manuale; il dato da corregere deve essere bamaio in
modo da lasciarlo leggibile, la correzione deve essere corredata con fa sigia della persana che ha eifetiuata,

Lcontrolli di Qualits

Audit interni ed esterni

Verfiche interne del persanale (analisti, campionatari)
Proficiency Test

Calibrazione, taratura & controlle degl strumenti

Esempio pratico: controllo degli strumenti utilizzati dai diversi reparti (biance, frigoniferi e aftri sirumenti
provyisti di controfio defla temperatura).

CRA SCS Sede di Tavazzano - Laberatorio
COPIA KON CONTROLLATA - Aten o in caso di stampa la validita del documento & Gt ala data df stampa
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Introduction to Quality Management

FORMS

They are used, to collect and keep records
(signatures, data, evidences, results, reports..)

CRA

Tipe documentn MODULO

igla: MIME-POSAY

Taratura del soffiatore

Msrifica peso campigns Interg (g cCTuaeE ble i volts):
[pea Iniziale circa 1,00 g; non deve essene inferiore a 0,83 g

2o e ST

Werifica peso frazion

Aevsine: 03
Datar 30063015
Tagea 102

agina 1017
Fiedatn £ Waborzs ] Werilcale F_Femar | Asprowal R Zscchinel

............ =] J—1
ie: per ansg; feriore a 0.01 g
goera: pesn 118 g non deve anug
Punito & sofMatura unbomse: ......_..... Fwmn? w0 O 8 O
(NE 5| punio i soMiatura viene vanain rispetio al precedents:
‘sedtaggio, aliegare fesilo di hufie ie prove efiehuale)
“Verdl “fuoel [T
Datx pasto” st Tatale Diferenza | Gugtzo| Firma
[gtalli et verdhy
Frova 1
Frova 2
Frova 3
Totake deie
ditterenze:
Criteri dl gludizio
2) TOTALE DN OGNI FROVA (numeno del vesd “fuori posio” + numess di giall Tuon posto’ non deve superare 40

&) TOTALE DELLE DIFFERENZE (iotale delie diflerenze fra I numers maggicrs « § numens minore df spighetie
“funn posic” nelle sngoke BOVE: non deve superan: 10

Osservazioni

[[varteta a some piccolo & Foz praiensis ¢ Foa trivials: ... EX T

Eiga e Responzanke

Daia

[T R

CAM-5CE Sede of Tavazzano - Laborator
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EACH MISTAKE MUST BE CROSSED OUT, NOT ERASED OR MADE ILLEGIBLE OR
DELETED. THE CORRECTED VALUE MUST BE ENETERED ALONGSIDE. THE
ALTERATION MUST BE SIGNED OR INITIALLED BY THE PERSON MAKING THE
CORRECTION AND MUST BE DONE USING AN INERASABLE PEN.

DON’T USE ERASABLE PENCIL OR CORRECTION FLUID!!

Z‘gfg CD 12-02-2012

10 AB
85-5-4H
Germinazione EF

Reparto-puresza
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