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Approved Laboratories
L\ Newcastle Disease (ND)/Avian Influenza (AI)
® *Bovine Spongiform Encephalopathy (BSE) oo issimmee
[ ] **Scrapie/Chronic Wasting Disease (CWD) Gonzales
<> *Classical Swine Fever (CSF)/Foot and Mouth Disease (FMD} #<J Pearl City
+ *Pseudorabies Virus (PRV)
‘ Influenza A Virus in Swine I:|.-£"|.1'u'r]| *For specified agents, not all laboratories are currently O

@ viral hemorrhagic septicemia (WVHS) participating in surveillance testing

**Multiple assays conducted for this agent, refer to specific
dizease map/listfor assay options..
October 16, 2015

() Vesicular Stomatitis (VS)

® African Swine Eever ¥ Infectious salmon anemia {ISA)

* National Veterinary Services Laboratories
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NAHLN Restructure

APHIS and NIFA worked in conjunction with NAHLN
Coordinating Council on details, transition and

Implementation of NAHLN restructure, based on NAHLN
Concept Paper

Overall Process:

— Self-Assessment by labs- completed September 2014

— External Review (NAHLN and NIFA)—completed December 2014 and
June 2015

— Needs Evaluation (based on modeling work with CEAH)- April 2015
— Recommendations for Laboratory Distribution—April-September 2015
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NAHLN Restructure

 Decision matrix

Objective and justifiable

Reflects main criteria of concept paper, self-assessment and key NAHLN mission
factors

Information from self-assessment, external reviews and needs assessment input
Each laboratory received a score

Combination of minimum criteria and percentage of total points used to determine
each lab’s level

 Funding

Distribution per level based on percentage of available APHIS and NIFA infrastructure
funds

Levels 1-3 will receive some level of infrastructure support

Based on combined percentage of testing capacity for FADs and surveillance that
each level provides

e Reassessment

Annual reassessment for funding distribution and number of labs per level
Every 3 years full network assessment to update capacity and evaluate use of matrix

* Implementation

New structure will begin in 2016 with checklist process

Funding adjustments will be made with 2016 funding cycles — March 2016 (APHIS)
and June 2016 (NIFA)
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NAHLN Activation and Support of
HPAI Outbreak

16 NAHLN labs involved in outbreak response

12 electronically message results

« ~80,000 PCR assays run
e ~1000 Virus Isolations run

e NAHLN Activation

Activation plan updated
Directed samples to other NAHLN labs

Deployed personnel from one NAHLN lab to another to increase local
capacity

* Funding mechanism finalized- Intergovernmental Personnel Agreement
Mobile lab activation criteria explored
DVL providing real time support for PT

** Network capacity remained available
>31,000 PCR samples/day across network
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Fall HPAI Outbreak Planning
e Assessed equipment needs and moved equipment
o Assessed lab availability
 Mobile lab activation plan finalized

« Active communication and information exchange
with commercial vendors regarding reagent
availability

« Wildbird survelllance plan ~40,000 samples in 7
labs
* Increasing electronic messaging capability

— 8 additional laboratories have
developed/demonstrated capability to message



USDA

//_,_..—-——
— United States Department of Agriculture

NAHLN Activation and Support of
Vesicular Stomatitis Virus Outbreak

VSV PCR deployed to approved NAHLN
laboratories to be used with CF

— Approved labs trained and PT'd on PCR and CF
— Surveillance manual and guidance documents updated

e NVSL — confirms index case for each state before
lab activation

-- Ruminant samples — FADI with testing at FADDL

 Five labs activated to date based on VSV situation
In their state

— Approved for equine testing in their state



Quality Management (QMS)

« NAHLN Approval Committee

« QMS Training

 Expanding the QMS trainer pool

« Utilizing the NAHLN portal to enhance quality

« Working to ensure labs maintain quality
management as a high priority during an
outbreak
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Quality Management System Support--Training

Training based on AAVLD, ISO 17025/ OIE
standards

o 12 trainings have been conducted since 2010

0 475 participants

0 2015- Courses in January and August with approx.

100 participants

Train the trainer

0 3 new trainers introduced in August 2015 course
Interactive learning environment

o Document control, records, internal auditing,
management review, corrective actions, root cause
analysis, equipment

o Workshops: Root cause analysis, SOP and
associated document development, QMS
Jeopardy game

o Mock audit: Application of skills- auditing, reporting,
responding
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Surveillance and Response Testing In
NAHLN labs

# of NAHLN Laboratories
FY14 FY15,d Currently Approved for
Disease/Agent (through 3" qtr) Testing
Samples or Animals Tested
BSE 38,936 39,455* 5
CSF 4,986 3,684 41
IAV-S 22,504 19,875 38
PRV 32,426 18,665 14
SCRAPIE 45,145 28,806 17
HPAI 64,069*** 15 testing
PEDV 221,787** 20 testing (no approval)
PDCoV 96,424** 20 testing (no approval)
VSV 211 5 testing

 *complete FY15
 **since Federal Order (June 5, 2014)
e« ***gince Dec. 14, 2014
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Laboratory Electronic Messaging

* 13 new labs electronically messaging this year
— 8 of those as a result of HPAI Outbreak or preparation
 Messages can now be received for 9 diseases
— AlV, AlV-S, ASF, BSE, CSF, FMD, PEDV, SECD, VSV
— 4 new this year (ASF, FMD, HPAI, VSV)
 NVSL messaging routinely
« Integration of results into other VS systems that collect field data
— EMRS and VSLS
« 2016 messaging priorities include:
— Continue to expand number of labs with capability to message
— Expand diseases
— Integration with other internal VS systems

— Explore collaboration for integration of lab data to support other
initiatives
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Update on NAHLN Portal

* Proficiency Testing module expansion
— Other APHIS PTs now administered through Portal
— Participant Registration
— PT result entry

 Upcoming Portal Training
— Jan 2016 — PT module
— Next — equipment management
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Methods Technical Working Group

e Updated WG charter with expanded membership
opportunities

— Beginning in FY16, all labs will be offered the opportunity for

participation including information sharing, discussions, as SMEs
and working groups

 Reviewed NAHLN SOPs and project proposals

e Reviewed dossiers for

— Adapt the CSF PIADC rRT-PCR assay to the SmartCycler
— FMD Serology

— RT-PCR for African Swine Fever PCR Methods Comparison and
Validation
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Methods Technical Working Group cont’d

 Comparison studies conducted

— Equipment comparison for suitability
— Methods comparisons

 Finalized validation studies
— 2 FMD ELISA negative cohort studies

— Inter lab comparison and negative cohort study
for H5/H7 RT-PCR

14
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Exercises and Drills Working Group

« Active engagement with the NAHLN labs
» Informational webinars

o Capability/Capacity Drill
« FMD and CSF information
* 95% of labs responded within 24 hr (40/42)

« Two part Receiving/Accessioning Exercise
« FMD TTX for laboratories
« FMD Hands-on exercise
 First official meeting at the AAVLD/USAHA annual
meeting
» Focusing HPAI lessons learned
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NAHLN Support of additional VS Initiatives

Antimicrobial Resistance (AMR)

« Activities in support of the President’s National
Action Plan and USDA's AMR Action Plan

e APHIS/VS Goal —

— Develop an implementation plan for monitoring
antibiotic resistance in animal pathogens
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NAHLN Support of additional VS Initiatives

Antimicrobial Resistance (AMR)

* Aug, 2015 — formed joint working group on Antimicrobial
Resistance (AMR) with AAVLD and FDA

e Sep, 2015 — administered survey

* Next — develop recommendations on best practices for
AMR testing, data collection
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NAHLN Support of additional VS Initiatives

National List of Reportable Animal Diseases, including
Emerging Diseases

e Formed a joint working group with NAHRS Steering
Committee and NAHLN Coordinating Council to develop a
detailed implementation plan for NLRAD and emerging
diseases

 Plan addresses known and unknown agents including:
— case definitions,
— timelines and triggers for reporting, and

— information sharing details such as data flow, proposed mechanism,
and data standards

« Draft plan will be shared for stakeholder comment
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NAHLN Support of additional VS Initiatives

Aquatic Pathogen Testing in NAHLN Laboratories,
phased implementation

 Phase 1 (Complete)- currently approved NAHLN
labs are testing for VHSV and ISAV

* Phase 2 will allow inclusion of private aquatic labs
following NAHLN restructure

 Phase 3 will expand the list of aguatic pathogen
assays included under NAHLN testing
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Priorities for 2016

Overall Program Initiatives
— Implement new NAHLN structure
— Caodification package submission for 9CFR
— Program operational standards

Lab Messaging— increase number of diseases messaged and integration of
messaged data into other systems; continue to support more labs messaging

Methods Technical Working Group—finalize validation process and improve
communication regarding process, transfer and validation project requirements

NLRAD—implement laboratory piece of NLRAD and emerging diseases
AMR—explore methods standardization and data collection mechanism/standards

Business Process Improvement—Ilab data management and swine surveillance
agreements
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