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SUB-COMMITTEE ON ANIMAL HEALTH LABORATORY STANDARDS

Exercise Loeffler: Testing emergency
response surge capacity at AAHL.

The Diagnostic Emergency Response Laboratory (DERL) at the CSIRO
Australian Animal Health Laboratory (AAHL) has been in operation since
2008. The facility was designed to switch from routine use to large-scale
testing capacity in the event of an emergency animal disease response.

DERL's emergency animal disease response surge capacity was tested during
an exercise carried out over a period of one week in November 2009. The
scenario was some weeks into a foot-and-mouth disease outbreak, with
sample submissions from suspected outbreaks reaching a peak, although
some surveillance by serology has begun in other areas. The exercise
included the receipt, handling, testing and reporting of real (non-infected
and spiked) samples.

The exercise provided a realistic test of DERL and confirmed that AAHL is
prepared for a large-scale animal biosecurity incident such as an outbreak of
foot-and-mouth disease. The capacity was demonstrated to process
submissions at a daily rate of more than 1000 samples for detection of virus
and up to 10 000 samples for serological testing.

Electronic data management through STARS would be essential if such
throughput is to be achieved, and the exercise demonstrated the importance
of standardisation in matters such as sample tube specification.



New OIE Validation Process

After the 2007 pre-WAVLD
workshop: ‘Test validation, From
Theory to Practice in Melbourne’,
OIE formed an ad-hoc group to
review the chapter in the OIE
Manual on test validation, including
the production of seven annexes (as
best practice documents). The
group, which consists of Peter
Wright (Canada), Richard Jacobson
(USA), lan Gardner (USA), Sandor
Belak (Sweden), Kathrin Webster
(UK), Axel Colling (Australia) and

Francois Diaz (OIE) met three times.
During its last meeting in January
2010, it finalised drafts of the new
chapter on ‘Principles and methods
of diagnostic test validation” and
the seven ‘best practice’
documents.The essential changes in
OIE’'s new approach to international
test validation are:

1) The OIE Manual now has only
one chapter on test validation
including Nucleic Acid Detection
(NAD:s) tests. Before there were

Australian National Quality Assurance
Program (ANQAP)

The 2010 ANQAP program is in full swing with the samples for panels 4, 5
and 6 dispatched in the first week of April. In addition to the standard
tests that are included in the ANQAP program, this year will also include
six aquatic animal health disease PCR tests. These include white spot
syndrome virus (WSSV), yellowhead virus (YHV), gill-associated virus (GAV),
viral encephalopathy and retinopathy (VER), viral haemorrhagic
septicaemia of fish (VHS) and abalone viral ganglioneuritis (AVG). The
Australian government Department of Agriculture, Fisheries and Forestry
has offered financial support to establishment and run the program for
three-year period, with each test scheduled to be run at least once a year.
The aquatic animal disease proficiency panels will be divided amongst the
remaining ANQAP rounds due for dispatch in July and September in line
with other ANQAP samples.

The ANQAP annual report for 2009 has been completed and will be
loaded onto the website within the next few weeks. One of the outcomes
of the ANQAP audits conducted late last year was a recommendation to
remove the ANQAP Test Booklet from the ANQAP website. However, there
have been a number of requests for the test booklet over the last year and
so it was decided to move the link to the SCAHLS website rather than lose
it altogether. A draft version of the booklet is currently being circulated to
all laboratories for update on the test information. The updated test
booklet will be loaded onto the SCAHLS website as soon as the responses
have been returned and collated.

Traditionally antigen-capture ELISA testing has been conducted using
whole blood, clots and plasma for bovine viral diarrhoea. In 2009, an issue
arose for the first time in that there are now two specific ELISA kits more
widely available — one specifically for serum, and the traditional one for
samples requiring a leukocyte extraction such as whole blood. In
recognition of this, ANQAP will provide two full separate panels this year.
One panel will contain six serum samples and the other will contain six
whole blood/tissue/plasma samples. There will be no additional charge
for the laboratories that choose to participate with both panels in 2010.
However, these ELISAs will count as two separate tests and be charged as
such from 2011, as currently happens for EBL testing.

two chapters, i.e. one with a
focus on serological tests and
one for NADs

2) The chapter includes principles
and methods for test validation

3) the chapter has seven annexes as
best practice documents

- Development,optimisation and
standardization of antibody
detection tests

- Development, optimisation and
standardization of antigen
detection tests

- Development, optimisation and
standardization of nucleic acid
detection assays

- Statistical approaches to test
validation including modern
Non-Gold Standard Methods
(NGSM) ,such as Bayesian
statistics

- Method comparison or
equivalence testing

- Measurement of Uncertainty
(MU)

- International evaluation of non-
structural protein (NSP) tests
(reference panel)

4) The ad-hoc group also produced
guidelines for the use of the OIE
validation template and
harmonized the web-based
template with the new chapter

5) The Biological Standards
Commission took the decision to
publish the new concept as an
OIE book with cross-references in
the new validation chapter in the
OIE manual.

SCAHLS/AAHL's expertise and
knowledge in the development,
optimisation, standardisation and
validation of diagnostic tests has
substantially contributed to the
new OIE validation chapter and
best practice documents. The
contribution was acknowledged by
OIE and in recognition of the
achievements the ad-hoc group has
recommended AAHL to be the
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point of contact for future
validation issues related to test
validation, e.g. there is a need to
produce best practice documents
for other modern diagnostic tests,
such as microarrays, LAMP, multiplex
PCR and other diagnostic
applications.

An FAO/IAEA consultants meeting
to develop a roadmap for the global
implementation of modern OIE
principles and methods of
diagnostic test validation is
expected in the second half of 2010
in Vienna, Austria. The new OIE
validation process will be presented
at the 2nd global conference of OIE
reference laboratories and
collaborating centres in Paris in June
2010. Once the OIE approach is
formally endorsed the SCAHLS
validation templates need to be
reviewed and harmonised with the
new OIE principles and methods.

National Animal Health
Laboratory Strategy

The National Animal Health
Laboratory (NAHL) Strategy aims to
develop and deliver a national
animal health laboratory capability
to support the effective control and
eradication of animal diseases of
major importance to Australia, and
access to domestic and
international markets.

Despite efforts by Animal Health
Australia (AHA) during the past two
years to secure a commitment to a
national laboratory network, there
has been a lack of practical
enthusiasm for the concept with
enhancements to Australia’s
laboratory capability being actively
pursued by individual jurisdictions.
As a consequence, AHA is proposing
to reduce the resources available to

continued overleaf..

Australian Animal Pathology Standards
Program (AAPSP)

The Australian Animal Pathology Standards Program (AAPSP), established in
2004, is an essential component of maintaining a high level of expertise for
veterinary pathologists. This program continues to grow and gain support
from animal health laboratories and pathologists. It operates on a
subscription basis with members in private, government and university animal
health laboratories, as well as individual consulting pathologists.

The AAPSP provides specialist training support, a proficiency testing program,
continuing education in veterinary diagnostic pathology, and a national
archive of diseases in Australian animals. The AAPSP member website
continues to evolve into an on-line reference facility to address the critical
shortage of veterinary pathologists by providing training opportunities and
tuition for trainees.

Project updates:

* Pathology Archive — The review, reconstitution and digitisation of archived
pathological material housed at EMAI in NSW is nearing completion.
Efforts will soon concentrate on annotating and adding case descriptions
to the digital slides. Work is underway to incorporate a gross pathology
section into the online database.

e Annual Two-Day Workshop 2009 — The 2009 round of annual continuing
education workshops was presented by Associate Professor Matti Kiupel
who specialises in pig diseases. The workshops generated positive feedback
from participants who commented that the material presented was
comprehensive, high quality and well prepared.

e Annual Two-Day Workshop 2010 — The 2010 continuing education
workshops in each state will be presented by Professor H. L. Shivaprasad,
Professor of Avian Pathology with the California Animal Health and Food
Safety Laboratory System (CAHFS), University of California. He has been
involved in avian diagnostics, teaching and research for more than 30 years.
The workshop will include poultry, pet and exotic birds and will be
presented based on etiologies; bacteria, fungi, viruses, parasites, toxicities,
malnutrition, metabolic, neoplasia and other miscellaneous conditions.

» Histopathology Proficiency Testing — The proficiency testing program
successfully continues with a growing number of participants. In 2010
proficiency testing rounds will move to digital slide images, which will
replace the glass slide rounds ensuring uniformity of material and enabling
the program to expand to include overseas participation.

o Website Development - The website, hosted by Animal Health Australia
(AHA) and launched in February 2006, continues to be developed under
the guidance of the AAPSP Management Committee. Several additions of
educational material have been loaded to the website, and continuing
education modules by Australian authors are being prepared, e.g. poultry
pathology, aquatic pathology and liver pathology. A loan library is a new
addition to the website with several American-manufactured DVDs
acquired through the CL Davis Foundation.

« Veterinary Systemic Pathology Online (VSPO): The VSPO is an online series
of 800 diagnostic pathology cases developed by the Armed Forces
Institute of Pathology (AFIP) and provides a wide range of high quality
pathology training material for veterinary pathologists in Australia. AAPSP
has recently invested in a subscription to the VSPO database, and has
provided access free of charge to AAPSP members training for membership
of the Australian College of Veterinary Scientists, or for the ‘board’
examinations of the American or European Colleges of Veterinary
Pathology.
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pursue the goal of a fully
coordinated laboratory system until
it once again becomes a national
priority.

A number of reviews of the
Australian animal laboratory system
have been undertaken in recent
years. A large amount of data has
been collected in those reviews.
This information has been
supplemented by comprehensive
surveying of and reporting by
laboratories through the NAHLS
Senior Managers Group. This
information is being assessed by
AHA to help define and develop a
model for a future national animal
health laboratory system for further
consideration by all those with an
interest in a national sustainable
animal health diagnostic service. It
is anticipated that this work will be
completed by the end of June this
year.

However there is clear value in and
support for many of the established
projects within the NAHL Strategy,
and these will continue to be
supported.

Laboratory diagnostic Key
Performance Indicators (KPIs) will
continue to gather data for the next
reporting period (2009-10), and will
grow in significance as the
laboratories continue to contribute
annually. Further efforts will be
made to create a more user-friendly
reporting template to make the KPI
reporting experience less daunting
for submitters.

The application submitted in July
2009 through the Australian
Government Department of
Education, Employment and
Workplace Relations for funding the
Australian Animal Diagnostic
Disease Training Initiative (AADDTI)
was unsuccessful. Other
opportunities to train future animal
health laboratory diagnosticians are
being pursued.

The Animal Health Committee has
given AHA the responsibility to gain
financial support from industry for
the support of the National Animal
Health Reference Laboratory
Network (NAHRLN). The NAHRLN
business case is being developed by
AHA to assist in gaining industry
financial contribution.

New Test Evaluations

At the recent SCAHLS meeting in Canberra two new tests were approved.
These were the avian influenza real time polymerase chain reaction (PCR) and
the anthrax hand held immunochromatographic test. Since the previous
meeting the Johne’s Disease Pooled Faecal Culture for Alpacas has also been
approved out of session.

Tests currently under evaluation are the:
 C fetus subsp. venerealis real time PCR,;
 Equine influenza real time PCR;

 BJD herd environmental culture test;

» Abalone herpesvirus real time PCR and;
¢ 3ABC foot and mouth disease ELISA.

Evaluations of these tests are at different stages, with some still requiring a
referee report and others close to a SCAHLS recommendation.
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