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OIE International Standards
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standard setting organisations

> OIE international standards, guidelines and
recommendations for animal health (including zoonoses)

> Including standards on quality of Veterinary Services
and/or Aquatic Animal Health Services
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The PVS Pathway

OIE PVS Pathway

IS a continuous process aiming
to sustainably improve compliance
of Veterinary Services with international standards




The PVS Pathway

> The PVS Pathway Is globally recognised as a:

“system of measurement and evaluation
that Is an effective foundation
for improving animal and public health
at the national, regional, and international levels”

Chris Elias, President of the Global Development
Program, Bill & Melinda Gates Foundation, OIE World
Assembly, 2013







OIE Terrestrial Animal Health Code

>Laboratory

> means a properly equipped institution
staffed by technically competent personnel
under the control of a specialist in veterinary
diagnostic methods, who is responsible for
the validity of the results.

> The Veterinary Authority approves and
monitors such laboratories with regard to
the diagnostic tests required for
International trade
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The PVS Pathway

"Treatment”
Capacity Building,
Specific Activities,

Projects and Programs

Veterinary
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"Diagnosis" "Prescription’ Public / Private
Partnerships
PVS PVS PVS Pathway
Evaluation Gap Analysis Follow-Up
Missions
Veterinary
including Education
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OIE PVS Evaluation

4 fundamental components
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OIE PVS Evaluation

4 fundamental components

I R

Market > 1l.1A: Access to

Access veterinary
laboratory
diagnosis

Human, Technical Interaction ) .

. o > 11.1B: Suitability
Physical, Capability .

: : of national
Financial and laborator
Resources Authority Parties . y

infrastructures

> 1I-2: Laboratory
quality
assurance
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OIE PVS Evaluation = II-1A Access

-1 Veterinary laboratory Levels of advancement
diagnosis

A. Access o veterinary | | Djsease diagnosis is almost always conducted by clinical means only,
laboratory diagnosis with no access to and use of a Jaboratory to obtain a correct diagnosis.

The authonty and capability of the
VS to have access to laboratory | 2. For major zoonoses and diseases of national economic importance,
diagnosis in order to identify and the VS have access to and use a /aborafory to obtain a correct
record pathogenic agents, including diagnosis.

those relevant for public health, that
can adversely affect amimals and
animal products. 3. For other zoonoses and diseases present in the country, the VS have
access to and use a /aborafory to obtain a correct diagnosis.

4.  For diseases of zoonotic or economic importance not present in the
country, but known to exist in the region and/ or that could enter the
country, the VS have access to and use a laboratory to obtain a
correct diagnosis.

a. In the case of new and emerging diseases in the region or world, the
VS have access to and use a network of national or international
reference laboratories (e.g. an OIE Reference Laboratory) to obtain a

correct diagnosis.
O)e




OIE PVS Evaluation —

-1 Veterinary laboratory Levels of advancement
diagnosis

B. Suitability  of national | 1 The national laboratory infrastructure does not meet the need of the
laboratory infrastructures VS

The sustainability, effectiveness
and efficiency of the national (public 2. The national laboratory infrastructure meets partially the needs of the

and p"i\..rate} Iabﬂmtﬂw 1"1".5, but is not E‘ntire"j" 5”5tainﬂb|e, a5 Drganisatiﬂnal deficiencies with
of the VS, infrastructure {inCIUding mﬂintEﬂﬂnCE']l dare ﬂppﬂrer'lt-

3. The national laboratory infrastructure generally meets the needs of the
V3. Resources and organisation appear to be managed effectively
and efficiently, but their regular funding is inadequate to support a
sustainable and regularly maintained infrastructure.

4. The national laboratory infrastructure generally meets the needs of the
VS and is subject to timely maintenance programmes but needs new
investments in certain aspects (e.g. accessibility to laboratories,
number or type of analyses).

o The national laboratory infrastructure meets the needs of the VS, and

is sustainable and regularly audited.
O)e




OIE PVS Evaluation — |I-2 Quality Assurance

-2 Laboratory quality assurance
(QA)

The quality of l|aboratones (that
conduct diagnostic testing or
analysis for chemical residues,
antimicrobial residues, toxins, or
tests for, biological efficacy, etc.) as
measured by the use of formal QA
systems including, but not limited to,
participation in relevant proficiency
testing programmes.

Levels of advancement

Mo laboratories used by the public sector VS are using formal QA
systems.

Some laboratories used by the public sector VS are using formal QA
systems.

All laboratories used by the public sector VS are using formal QA
systems.

All the laboratories used by the public sector VS and most or all
private laboratories are using formal QA systems.

All the laboratories used by the public sector VS and most or all
private laboratories are using formal QA programmes that meet OIE,

IS0 17025, or equivalent QA standard guidelines.
Oe
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PVS Gap Analysis

« Determine and confirm the country’s priorities

« Define the expected results for each priority

« Determine the activities required to reach the desired level of
compliance to standards for Critical Competencies

« Determine corresponding human, physical & financial
resources

Veterinary Services Annual budget for the next 5
years (including exceptional investments)

< Cost of compliance with international standards

15



PVS Gap Analysis — 5 Pillars

PVS Gap Analysis (PVS Costing Tool)

Pillars and Critical Competency Cards

Veterinary
Public Health

Cost Estimation Cards
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PVS Gap Analysis — Veterinary Laboratories

PVS Gap Analysis (PVS Costing Tool)

Pillars and Critical Competency Cards

Cost Estimation Cards

17



Minimum Objective for Veterinary Laboratories

PVS Gap Analysis (PVS Costing Tool)

Pillars and Critical Competency Cards

Veterinary Animal Health Veterinary

Trade Public Health Laboratories

Cost Estimation Cards

Tradel  Trade 8 VPH 1 VPH 6 AH 1 AH 5 LAB 1 LAB 3 --

N = A — O
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LAB 1 — lI-1. Veterinary laboratory diagnosis
A. Access to veterinary laboratory diagnosis

The authonty and capability of the V5 fo have access fo laboratory diagnosis in order to identify and record pathogenic agents,
including those relevant for public health, that can adversely affect anmimals and animal products.

1. Disease diagnosis is almost always conducted by clinical means anly, with no access to and use of a laboratory to obtain a comect diagnosis_

2. For major zoonoses and diseases of national economic importance, the VS have access to and use a laboratory to obtain a correct diagnosis.

3. For other zoonoses and diseases present in the country, the VS have access o and use a laboratory to obtain a comect diagnosis.

4, For diseases of zoonotic or economic importance not present in the country, but known to exist in the region and/or that could enter
the country, the VS have access to and use a laboratory to obtain a correct diagnosis.

5. In the case of new and emerging diseases in the region or world, the VW3 have access to and use a network of national or intemational
reference laboratories (e.g. an OIE Reference Laboratory) to obtain a cormrect diagnosis.

Most of tests will be made in Libya for purpose of national independence and availability of laboratory infrastructure

- Ensure relevant agreements with relevant accredited laboratories for tests that may not be done or

confirmed in Libya: for instance RWF, HPAIl, doping for horse racing, some residue testing or

pesticides, AHS, radionucleides

s £ activil - Ensure budget of the WS necessary to perform 100 000 serology (mainly Elisa type) and 10 000 PCR
peciic activiies tests (supposed 10 % confirmation of serology) in order to be able to implement active surveillance

programs and post vaccination serological control

- Ensure budget of the V'S necessary for residues testing (15 000 tests fyear)

- Ensure budget of the V'S for regular diagnostic for other tests

.2 Consultation

.1, 2 3

L egislation

I.3. Continuing
Education

.1
Communication
I.11. Management
of resources and
operations

3. Official
representation

Activities linked to cross-cutting
competencies

- lab activity reports or lab results proving access to all range of analysis in the country or abroad




LAB 2 — lI-1. Veterinary laboratory diagnosis
B. Suitability of national laboratory infrastructures

The sustainability, effectiveness and efficiency of the national (public and private) laboratory infrastructures fo service the needs
of the V5.

1. The national laboratory infrastructure does not meet the need of the VS.

2. The national laboratory infrastructure meefs parially the needs of the VS, but is not entirely sustainable, as organisational deficiencies with
regard to the effective and efficient management of resources and infrastructure (including maintenance) are apparent.

3. The national laboratory infrastructure generally meets the needs of the WS. Resources and organisation appear to be managed effectively and
efficiently, but their regular funding is inadequate to support a sustainable and regularly maintained infrastruciure.

4. The national laboratory infrastructure generally meets the needs of the VS and is subject to timely maintenance programmes but
needs new investments in certain aspects (e.g. access ty to laboratories, number or type of analyses).

5. The national laboratory infrastructure meets the needs of the V3, and is sustainable and regulary audited.

The VS will maintain 2 national laboratones (Tripoli and Benghasi) and 7 regional laboratones for AH. The rational of the
laboratory network in the country, including those currently working on food safety outside the VS, should be assessed during the
next five years.

- 2 central labs should be functional for all laboratory functions : they will be used for the active
surveillance official programs (50 to 100 000 tests / year)

- T regional laboratory should be functional for basic parasitology, bacterology and serology: they will
not be used for official programs, but only for clinical diagnostic, and prepared for further official
Specific activities program of brucellosis surveillance (possibly testing 6 000 000 Rose bengal)

- cammy-out an overall study of the laboratory system in Libya, including all laboratones for AH, food
safety, and private sector (estimated international expertise of 3 experts during 3 weeks)

- provide 20 months specializsed traiming for laboratory staff (for wirclogy, residues, Immuno-
fluorescence, immumo-histo-chemistry)

M 2 Consultation

.1, 2 3.

[ egislation

I.3. Continuing
Fducation

4
Commurnication
I.11. Management
of resources and
operations

3. Official
representation

Activities linked to cross-cutting
competencies

- resources and functioning of national laboratory infrastructure




LAB 3 - lI-2. Laboratory quality assurance

The guality of laboratones (that conduct diagnosis testing or analysis for chemical residues, antimicrobial residues, toxins, or tests
for biological efficacy, efc.) as measured by the use of formal QA systems including, but not limited fo, participation in reflevant

roficiency testing programmes.

1. Mo laboratories used by the public sector V'S are using formal QA systems.

2. Some laboratories used by the public sector ¥S are using formal QA systems.

3. All [aboratories used by the public sector VS are using formal QA systems.

4. All the laboratories used by the public sector V'S and mast or all private laboratories are using formal QA systems.

5. All the laboratories used by the public sector VS and most or all private laboratories are using formal QA programmes that mest OIE, 150 17025,
or equivalent QA standard guidelines.

The 2 central laboratories should use formal QA systems which should pave the way for ISO 17025

Specific activities Organise quality assurance in the two central laboratories (estimated need on 24 weeks of international
P expertise and 10 months of specialised training during the next five years)

il.2 Consultation

.1, 2 3.
Legislation

I.3. Continuing
Education

i1
Communication
I.11. Management
of resources and
operations

i3, Official
representation

Activities linked to cross-cutting
competencies

l_ - QA procedures in the 2 central laboratories
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Resources and Budget lines

Maintenance cost per {rm=)

Renovalion cost per (im-3)

Building cast per (im3)
nsport (Furchasing cost)

AMotorbikes

Cars

dxd vehicles

Telecommunication eguipment set
Office equipment set .|

Other specific eguipment

Required
Mumiser

Linit Cost

250
TO0

10 000
20 000

Mb of years
for
amortisation

Annual
Budget

Exceptional
Budget

Sub-total Material investments

Specialised training (man-months /£ 5 years)
(CrorrtimLsi education (man-days /"

(daysiS years) ...
term. rtise (weeks/5 years

Special funds {f 5 years) for ___

Sub-total non material expenditure

“Wetennarnans
Other university degree
“eterinary para-professionals

Support stafm

14 000
14 000
& 000
7 200

Sub-total Salaries

| Administration ]
Travelallcma'lces
staft within the r_:ounf:}f {rnan—days} S year
dvers within the country (man-daws) 7 year
aeeeeeeee e SIS Bhroad (Marn-week s) J year |

Trans
Hm or miles Motorbikes J year

100

Hm or miles cars / year 0,14
Km or miles 4x4 wvehicle / year 0,30
SPeclic COSIS e e e e
Tangeted specific commuurication
Consulftation (number of 1 day meetings)
Kits /' reagemis /' vaccines | 100 000 10,00 1 000 000
pcr and others | 10 D00 35,[]0 350 000
residuwe festing | 15 000 675 000
Sub-total Consumable resources 2 025 000

—

Sub-total Delegated activities

|

/
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Resources and Budget lines

Maintenance cost per (m3)

Renovation cost per (m-3)

Building cost per (m3)
Purchasing cost

Aotorbikes
Cars
gxd vehicles

Telecommunication eguipment set
Office

Other spei::iﬁE"e'Eﬁ.:liprl:lérﬂ

Required
Mumiber

Linit Cost

250

700

10 000
20 000

Mb of years
for
amortisation

Annual
Budget

Exceptional
Budget

Sub-total Material investments

“eterinarians 14 000
Other university degree 14 000
“Weterinary para-professionals 8 000
Support staff ¥ 200

TraInINg e e o
Specialised traimimg (man-moniths /£ 5 years) 20,0 2 500 50 000
Continuing education (man-days + 123
National expertise (days/Syears) | .1 250 .
Intemational expertise (weeks/S years) 9.0 ¥ 500 &7 500
Special funds (/ 5 years) for ___
Sub-total non material ex penditure 117 500

Sub-total Salaries

Administration 20%
Travel allowances .

staff within the coun(:}f-iﬁfé-ﬁ:&éﬁ'sff year
drvers within the country (man-gdaws) ~ year
staff abruad (man-weak s) / year

Km or miles Motorbik es J year
Km or miles cars / year
Km or miles 4x4 wvehicle / year

Tangeted specific commuurication
Consultation (number of 1 day meetings)
Kits / reagents / vaccines

100

0,14
0,30

Sub-total Consumable rescources

[pelegated activiles/year

Sub-total Delegated activities

|
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Resources and Budget lines

Renovalion cost per (im3)
Building cost per (1)
Trans Purchasing cost

Aotorbikes
Cars
Axd vehicles

L] cf-emipmer'rt

Required
MNumber

Linit Cost

Mb of years
for
amortisation

B T e R
250 15
FO0 25
3
10 000 5
20 000 5

Annual
Budget

Exceptional
Budget

ISpecialised traimning (man-months & 3 years)
oL education (man-da i

Sub-total Material investments

International expertise (weeks/5 years) 24 0 7 500 130 000
Special funds (/ 5 years) for ___

Sub-total mon material expenditure 205 000
|salaries /year
Weterinarians 14 000
Other university degree 14 000
Yelernary para-professionals 8 000
| Support stafm 7 200

Sub-total Salaries

Administration

Trawvel allowanc

" staff within the country (man-days} / year

drvers withirn the country (man-days) / year
staff abroad (man-week s) / year

Trans

HKm or miles cars / year
Kim or miles 4x4 wehicle / year

T Targeted spacific communication
Consuftation (number of 1 day meetings)
Mits S reageris / vaccines

Hm or miles Motorbikes / year

100

209 Ve b o

Sub-total Consumable rescources

[Detegated actvities ryear |

Sub-total Delegated activities

|
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vwWhat are the

IMItS OT the

of laboratories?

What it does

Analysis of the laboratory’s resources based on
needs arising from the priorities defined in the
previous pillars/official programmes:

Trade (e.g., specific programmes for zoning
or compartmentalisation)

Animal health (e.g., disease surveillance
programmes, monitoring of vaccination
efficacy, etc.)

Veterinary public health (e.g., residue
testing, food safety programmes, etc.)

Assessment of the number & types of laboratory
analysis required for official programmes

Indicative operational budget for 5 years to enable
VS to function appropriately

ap

What it doesn’t do

Does not calculate the cost of the whole
veterinary laboratory network

Is not a detailed and specialised study of
each laboratory

Does not address strategic needs related to
laboratories

Is not a fine analysis of the relevance of /
need for a national laboratory network

The national laboratory network cannot be
considered as a priority in a PVS Gap
Analysis

nalysis Iin terms

OSSP\ S
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The PVS Pathway

"Treatment”
Capacity Building,
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Projects and Programs

Veterinary
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"Diagnosis" "Prescription” Public / Private
Partnerships
PVS PVS PVS Pathway
Evaluation Gap Analysis Follow-Up
Missions
Veterinary
including Education
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Strategic Priorities

Laboratories
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The PVS Pathway

"Treatment”
Capacity Building,
Specific Activities,

Projects and Programs

Veterinary
Legislation
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OIE National Focal Point Programme for

Veterinary Laboratories

> To support of the OIE Delegate to fulfill his/her
rights and responsibllities to OIE as set out in the
Terms of Reference

> To present relevant OIE International standards
and familiarise them with current or developing
standards

> To provide tools to comply with OIE standards,
Implement activities and transfer knowledge at all
levels of the laboratory network

28




PVS Pathway Laboratory Mission

> Helps Veterinary Services:

> allocate appropriate
resources to the National
Veterinary Laboratory
network

> make strategic decisions
to support accurate and
timely diagnosis of animal
diseases

»PVS WV =

P e ———— 29

>PVS
i

PVS Laboratory Mission Manual

PVS Laboratory Tool




PVS Pathway Laboratory Mission

> Helps Veterinary Services: PPVS

Stay tuned...
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more tomorrow
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OIE International Standards
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Terrestrial Animal Manual of Diagnostic
Health Code Tests and Vaccines

for Terrestrial Animals

p WORLD ORGANISATION FOR ANIMAL HEALTH (mammals. birds and bees)

WORLD ORGANISATION FOR ANIMAL HEALTH

Aquatic Animal
Health Code

Diagnostic Tests
r Aquatic Animals

Volume




OIE Terrestrial Manual Introductory Chapters

Chapter 1.1.0.
Chapter 1.1.1.

Chapter 1.1.2.

Chapter 1.1.3.

Chapter 1.1.4.

Chapter 1.1.5.

Chapter 1.1.6.
Chapter 1.1.7.
Chapter 1.1.8.
Chapter 1.1.9.

Chapter 1.1.10.

Management of veterinary laboratories (NB: Version adopted in May
2015)

Collection, submission and storage of diagnostic specimens (NB: Version
adopted in May 2013)

Transport of specimens of animal origin (NB: Version adopted in May
2013)

Biosafety and biosecurity: standard for managing biological risk in the
veterinary diagnostic laboratory and animal facilities (NB: Version
adopted in May 2015)

Quality management in veterinary testing laboratories (NB: Version
adopted in May 2012)

Principles and methods of validation of diagnostic assays for infectious
diseases (NB: Version adopted in May, 2013)

Principles of veterinary vaccine production (NB: Version adopted in May
2015)

Tests for sterility and freedom from contamination of biological materials

Minimum requirements for vaccine production facilities (under study)
Quality control of vaccines (under study)

International standards for vaccine banks

OSSP\ S
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http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.00_MANAGING_VET_LABS.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.01_COLLECTION_DIAG_SPECIMENS.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.02_TRANSPORT .pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.3_BIOSAFETY_BIOSECURITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.3_BIOSAFETY_BIOSECURITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.04_QUALITY_MANAGEMENT.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.05_VALIDATION.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.05_VALIDATION.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.06_VACCINE_PRODUCTION.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.07_TESTS_FOR_STERILITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.10_VACCINE_BANKS.pdf

OIE Terrestrial Manual Introductory Chapters

Chapter 1.1.0.
Chapter 1.1.1.

Chapter 1.1.2.

Chapter 1.1.3.

Chapter 1.1.4.

Chapter 1.1.5.

Chapter 1.1.6.
Chapter 1.1.7.
Chapter 1.1.8.
Chapter 1.1.9.

Chapter 1.1.10.

Management of veterinary laboratories (NB: Version adopted in May
2015)

Collection, submission and storage of diagnostic specimens (NB: Version
adopted in May 2013)

Transport of specimens of animal origin (NB: Version adopted in May
2013)

Biosafety and biosecurity: standard for managing biological risk in the
veterinary diagnostic laboratory and animal facilities (NB: Version
adopted in May 2015)

Quality management in veterinary testing laboratories (NB: Version
adopted in May 2012)

Principles and methods of validation of diagnostic assays for infectious
diseases (NB: Version adopted in May, 2013)

Principles of veterinary vaccine production (NB: Version adopted in May
2015)

Tests for sterility and freedom from contamination of biological materials

Minimum requirements for vaccine production facilities (under study)
Quality control of vaccines (under study)

International standards for vaccine banks
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http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.00_MANAGING_VET_LABS.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.01_COLLECTION_DIAG_SPECIMENS.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.02_TRANSPORT .pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.3_BIOSAFETY_BIOSECURITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.3_BIOSAFETY_BIOSECURITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.04_QUALITY_MANAGEMENT.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.05_VALIDATION.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.05_VALIDATION.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.06_VACCINE_PRODUCTION.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.07_TESTS_FOR_STERILITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.10_VACCINE_BANKS.pdf

OIE International Standards
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OIE International Standards

ie 'WORLD ORGANISATION FOR ANIMAL HEALTH
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Aquatic Animal
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Manual of Diagnostic
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Thank you

Jennifer Lasley, MPH

OIE Project Coordinator

Scientific and Technical Department

0ie

j.1asley@oie.int
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