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@ Istituto Zooprofilattico Sperimentale delle Venezie as PT provider

* |stituto Zooprofilattico Sperimentale delle Venezie
(IZSVe) is a public veterinary institute and it is part
of 11.ZZ.SS. network in Italy. Its current
headquarters are located in Legnaro (Padua).

°*The mission of the IZSVe is to promote public

health in the fields of animal welfare and food
safety, also providing scientific and technical
support to the central and regional authorities.

*|ZSVe is also the provider of AQUA PT schemes.
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| Diaﬁnosis of rabies (RV-D)*: qualitative methods
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qua proficiency testing platform

Food microbiology (MA)*: microorganisms enumerations (quantitative methods) and
microorganisms detection (qualitative methods)

Microbiology diagnostics (MD): microorganisms detection (qualitative methods) and
identification

Serology for bovine and swine diagnostics (Sl): qualitative methods

Molecular biology for bovine and swine diagnostics (BM): qualitative methods

Salmonella isolation, identification and typing (SA)*: microorganisms detection (qualitative
methods), identification and typing

Virology, serology and molecular biology for avian influenza and Newcastle disease
diagnostics (IN)*: qualitative methods (detection and characterization)

Bacteriology of aquatic organisms (IB): microorganisms detection (qualitative methods) and
identification

Virology of aquatic organisms (IV)*: quantitative and qualitative (titration and identification)
Parasitology of molluscs (PM): qualitative methods

*: |ISO/IEC 17043 accredited
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@ Implementation of 1ZSVe’s risk management (RM)

The project lasted 3 years and was developed in four stages:

Effective and
efficient
1. 2. 3. 4. achievement of
the expected

- R-IS-kS - Risks Contingency Per|od.|c results, including
identification assessment plan evaluation risk
management

Risk: the effect of uncertainty on
objectives (ISO 31000:2018)
Risk management: coordinated
@/ activities to direct and control and
C € 10th Eurachem PT Workshop - Risk management: AQUA experience - P. Carnieletto organization with rega rd to risk 4
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— @ Step n. 1: Identify all possible risks

Analysis of the organizational structure
based on the process approach, in order to
identify, map and manage the processes,
and their risks.

Steps:

a) Go over the business process to obtain a
clear understanding of overall internal
context and of company organization,
along with its procedures and the risk
arising as a result of the activities that
are carried out. We identified 33 main
processes.

Sperimentale delle Venezie

1. Customer services (e.g.
Management of requests, paid
services, customer
satisfaction)

2. External communication
(e.g. Website, service charter,
public relations service)

3. Analytical process

4. Human resources (HR)
(selection, training,
qualification)

5. Equipment

6. Reagents, samples and
reference materials

7. Research projects,
validation of test methods

8. Logistics

9. Warehouse

10. Purchasing and supplier
management

11. Informatic system (IT)

12. Financial

13. Waste management

14. Biobank

15. Strategy and planning

16. Selection, verification and
validation of methods

17. Occupational Health and
Safety

18. Biosafty and biosecurity
19. Documents and data

20. Technical record
management

21. Internal audit

22. Complaints, appeal, non-
conformity, corrective actions
and preventive actions

23. Management review

24. Training activities

26. Production process (e.g.
Reagents, vaccines)

27. Medium production

28. Canine and feline blood
bank

29. Genetic material deposit
30. Animal care

32.BSL3

32. Assessment of risks and
opportinitics

33. PLANNING,
DEVELOPMENT AND
ESECUTION OF AQUA PT
SCHEMES




@ Step n. 1: Identify all possible risks

Analysis of the organizational structure
based on the process approach, in order to
identify, map and manage the processes,
and their risks.

Steps:

a) Go over the business process to obtain a
clear understanding of overall internal
context and of company organization,
along with its procedures and the risk
arising as a result of the activities that
are carried out. We identified 33 main
processes.

b) Identify how each process interacts with
the others, in order to be sure that there
are not  gaps nor  overlapping
responsibilities.
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AQUA PT MANAGEMENT

OUT\

BUSINESS AND MANAGEMENT

.

/

T

SUPPORT PROCESSES:

INTERNAL AUDIT
RISK AND OPPORTUNITIES MANAGEMENT

- HANDLING COMPLAINTS, APPEALS
- NONCONFORMING WORK, CORRECTIVE ACTIONS

- OCCUPATIONAL HEALTH AND SAFETY, BIOSAFETY AND BIOSECURITY

- SYSTEM DOCUMENTATION, RECORDS AND DATA MANAGEMENT J

QUALITY POLICY [ [ ”]  REVIEW
DESIGN OF THE
NEEDS AND AQUA PT SCHEMES
CUSTOMER EXPECTATIONS
SATISFACTION > OF
STAKEHOLDERS
A
FINANGIAL  — PLANNING OF THE CUSTOMER PARTICIPANTS
R [ S [ oo
INFORMATIC | |
SYSTEM (IT) REAGENTS & .
REFERENCE
—
| waTeRIALS PRODUCTION OT PT ITEMS PT ITENS,
PURCHASING TATISTI WASTE
AND SUPPLIER EQUIPMENT & / AND HOMOGENEITY AND —» STATISTICAL MANAGEMENT
MANAGEMENT =& METROLOGICAL 4 STABILITY ASSESSMENT REPORT
TRACEABILITY %
EZ\QESIMFE)NJ@ PARTICIPANTS DATA
MANAGEMENT
SELECTION, 3
VERIFICATION
AND VALIDATION [ METHODS (SOP) HANDLING, STORAGE AND LOGISTIC
OF METHODS DISTRIBUTION OF PT ITEMS
HUMAN v
RESOURCES — PERSONNEL EVALUATION OF PT PT ITEMS,
(HR) > STATISTICAL
SCHEME RESULTS REPORT
MANAGEMENT 4
OF REQUEST
PT REPORTS
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PARTECIPANT | PT COORDINATOR | TECHNICAL STAFF STATISTICAL STAFF

START

DESIGN AND COLLABORATE COLLABORATE
PLANNING OF PT <> TOTHE " > TOTHE
SCHEMES SCHEMES SCHEMES
DESIGN DESIGN

b) For each process, clearly identify every m%“"!." rrme |

established step and define who is required

to act and what, when, where and how ol e RNV
|

activity has to be done.
c) Draw the maps, with a visual representation 1 ::q"

of the task, process, or cross-functional =
workflow Wg{;;g;ﬁ e

d) For each process, identify the risks.

EVALUATION OF
PARTICIPANTS

PT REPORTS

[}
h 4

Identify the risks e T

° STEP 2 SCHEME MANAGEMENT
' FINISH |
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— @ Analyze:

The process
workflow and its The internal and
interaction external context

Needs and

expectations of Business and
stakeholders

guality policy

Techniques used: brainstorming and, in some cases, SWOT analysis

AQUA PT organization

Negative: e.g. insufficient

internal resources, changes in

the regulatory framework.

Identify potential risks

Positive: e.g. new participants,
new schemes or characteristics
of PT items.

Planning and scheduling actions
for continuous improvement




@ Implementation of 1ZSVe’s risk management (RM)

1. 2.

Risks Risks
identification assessment

Evaluate and identify the risks
that turned out to be most
critical ones

@/e 10th Eurachem PT Workshop - Risk management: AQUA experience - P. Carnieletto

Sperimentale delle Venezie

Effective and
efficient
achievement of
the expected
results, including
risk

management




Step n. 2: assess the risk
Identify all possible risks, evaluate and prioritize them

ldentify the potential Failure Mode (FM), their impact (Effects) on products, clients or

services and the causes of the failure (Causes and Mechanisms). 22 FM were identified.

/SEVERITY\ K)CCURANC\ / DETECTIO RPN
Pr st Failure Modes Effect Rate 1-5 Failure cause or Rate 1-5 Current Process control Rate 1-5 1= best:
ocess ep (Potential failures ) ects (5= most mechanisms (5= most Detection of failure (5= never 1(25_ est;
N severe) \_frequent) / \_detected) worst)
_ Alteration of results | ~—"" Personnel PT N~—
Assignment Lack of i )
Personnel . o or their advance 5 organizer, but also 2 No control
of staff roles impartiality L .
communication participants /
Logisitc Distrbution [Incorrect PT items|Potential invalidity of 5 Delivery times not 3 Confirmation of deifepy/6f 3
isi
8 of PT items transport the PT item respected the PT e
Incorrect S
] Guidelines for
. homogeneity and . s .
AQUA PT Statistical stabilit Cancellation of the 3 qualitative PT 5 parison between 3 18
organization design Y PT schemes assessment experts; appeals
assessment of PT L
. are limited /
items
Guidelines for 7
L Incorrect .
AQUA PT Statistical . Appeals, lost of Comparison between
. . evaluation of L 3 2 3 18
organization design participants experts
performance
° . Acceptance
| ES \ / Calculate the RPN for each FM: i<k |p | 9-44 Major |Take action as soon as possibile
e - . . .
S RPN = SEV x OCC x DET risxleve </=8 | Minor Action no needed




@ Implementation of 1ZSVe’s risk management (RM)

Effective and
efficient
1. 2. 3. achievement of
the expected

Risks Risks Contingency results, including

identification assessment plan risk

management

Define actions and their
responsabilities in order to
avoid, mitigate, control the risk

@/e 10th Eurachem PT Workshop - Risk management: AQUA experience - P. Carnieletto 11
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Step n. 3: Contingency plan
Define who, what, when, where,

how implement the action.

SEVERITY OCCURANCE DETECTION RPN
Failure Modes Rate 1-5 Failure cause or Rate 1-5 Current Process control Rate 1-5
Process Step . . Effects . . . (1= best;
(Potential failures ) (5= most mechanisms (5= most Detection of failure (5= never
125 worst)
severe) frequent) detected)
. Alteration of results Personnel PT
Assignment Lack of i )
Personnel . o or their advance 5 organizer, but also 2 No control 5
of staff roles impartiality L .
communication participants
Avoid the risk:
Excluding the organizer as a participant
SEVERITY OCCURANCE DETECTION REN
Failure Modes Rate 1-5 Failure cause or Rate 1-5 Current Process control Rate 1-5
Process Step . . Effects . . . (1= best;
(Potential failures ) (5= most mechanisms (5= most Detection of failure (5= never
125 worst)
severe) frequent) detected)
Exclusion from the
Assignment Lack of Alteration of results Personnel PT /-\ organizing laboratories as /_\
ack o . . .. .
Personnel of staff . ialit or their advance 5 organizer, but also 1 ’ participants; declaration 1 5
impartiali L. .. . .
roles P ¥ communication participants \/ no conflict of interest;
limited access to the data \/
°

[23/3 10th Eurachem PT Workshop - Risk management: AQUA experience - P. Carnieletto
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SEVERITY OCCURANCE DETECTION RPN
Failure Modes Rate 1-5 Failure cause or Rate 1-5 Current Process control Rate 1-5
Process Step . . Effects . . . (1= best;
(Potential failures ) (5= most mechanisms (5= most Detection of failure (5= never
125 worst)
severe) frequent) detected)
Logisitc Distrbution [Incorrect PT items|Potential invalidity of c Delivery times not 3 Confirmation of delivery of 3
isi . .
& of PT items transport the PT item respected the PT items
Mitigate the risk: Transfer the risk:
Thermal abuse validations for transporting subcontractor contract clauses
freeze-dried test samples
SEVERITY OCCURANCE DETECTION RPN
Failure Modes Rate 1-5 Failure cause or Rate 1-5 Current Process control Rate 1-5
Process Step . . Effects i . . (1= best;
(Potential failures ) (5= most mechanisms (5= most Detection of failure (5= never
125 worst)
severe) frequent) detected)
/\ /\ Confirmation of delivery of
the PT it ; th | ab
L. Distrbution |Incorrect PT items| Potential invalidit Delivery times not e- rems . erma a- Hse
Logisitc : . 3 1 uring the PT items delivery, 3 9
of PT items transport of the PT item respected . )
\_/ specific clauses in
\—/ subcontractor contract
@/‘3 10th Eurachem PT Workshop - Risk management: AQUA experience - P. Carnieletto 13
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SEVERITY OCCURANCE DETECTION
Failure Modes Rate 1-5 Failure cause or Rate 1-5 Current Process control Rate 1-5 RPN
Process Step = - Effects . : = (1= best;
(Potential failures ) (5=most mechanisms (5=most Detection of failure (5=never | - v orst)
severe) frequent) detected)
. Incorrect . 1 g
Qualitative h i+ q Guidelines for
omogeneity an . . .
AQUA PT PT: sfability Cancellation of the 3 qualitative PT 5 Comparison among experts; 3 18
organization| Statistical Y PT schemes assessment complaints
) assessment of PT .
design . are limited
items
Qualitative Incorrect Guidelines for
AQUA PT PT: evaluation of Appeals, lost of 3 qualitative PT 5 Comparison among experts; 3 18
organization| Statistical participant participants schemes assessment complaints
design performance are limited

Accept and control the risk:

waiting for a guidelines for qualitative statistical analysis.
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@ Implementation of 1ZSVe’s risk management (RM)

Effective and
efficient
1. 2. 3. 4, achievement of
the expected
results, including

Risks Risks Contingency Periodic
identification assessment JE evaluation risk

management

@/e 10th Eurachem PT Workshop - Risk management: AQUA experience - P. Carnieletto 15
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@ Step n. 4: Periodical evaluation

Monitoring & reviewing risks is a continuous process.
Evaluations were conducted through:

a) Analysis of the KPls,

b) Complaints and appeals,

c) Management reviews,

d) Internal audit,

e) Nonconforming work.

When necessary the risks were reassessed and based
on the results or new information, actions were
implemented or corrected where necessary.

@/e 10th Eurachem PT Workshop - Risk management: AQUA experience - P. Carnieletto

Sperimentale delle Venezie

In conclusion:

RM and FMECA have become

an integral part of our

organizational culture, which

supports proactive
management.
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Istituto Zooprofilattice
Sperimentale delle Venezie

Thank you for your attention

1 !IIlIlHl!

Paola Carnieletto

Quality manager
qua

Proficency tesing for Istituto Zooprofilattico Sperimentale delle Venezie
of results Phone:. +39 049 808 4315

E-mail: pcarnieletto@izsvenezie.it
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