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Bacteriology Steering Committee 230ct15

Committee Date

Debra Royal Tanya Purvis
Committee Co-Chair Committee Co-chair

Rebecca Franklin-Guild
Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

The AAVLD Bacteriology Steering Committee serves to disseminate information related to veterinary
diagnostic bacteriology and mycology through education, communication, collaboration, laboratory
accreditation, and outreach.

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):
See the Constitution and Bylaws

Items for Review by the Executive Board (Please List):
» Move the Bacti case presentations from Saturday from 3:30 -5:30 to Friday from 2:00-4:00 and move
the Bacti Steering Committee Meeting from Friday at 2:00 to Saturday at 3:30
» Having the foundation send a letter the Thermofisher regarding the lack of support for the Trek
Sensititre system and not keeping up with the changes in the CLSI guidelines
» Members requested another mini-symposium next year. If there is a registration fee, it would be good to
have a note in the program that it requires pre-registration.

Action Items for the Committee (Please List):

» A draft of a written protocol for administering the IBQAS was presented and discussed. The committee
will finalize the draft. It will be available on the AAVLD website and will be sent out with the
invitation letter.

> A draft of the written guidelines for committee members for both the subcommittee and steering
committee was presented and discussed. The committee will finalize the draft and make it available to
the committee co-chairs.

» There was a discussion about the AST committee co-chairs drafting guidelines as well, however the
current committee chairs are unable at this time.

» There was a nomination to create an awards chairperson and it passed. Erdal Erol volunteered to
continue in that role for one more year.

» There was a nomination to replace Debra as co-chair with Rebecca and the nomination passed.

> Determining the topic and speakers for a mini-symposium. The committee will be in contact with the
executive board about timing and additional fees.






Bacteriology and Mycology Subcommittee Minutes
Rebecca Franklin-Guild and Dustin Loy, co-chairs
Friday, October 23, 2015, 12:30 pm — 1:30 pm

Discussion of the 2015 IBQAS Results

0 AST Subcommittee will summarize susceptibility results next year. Brian Lubbers has offered to help the

AST committee with this.

Nomination of a new co-chair for 2016-2019 (replace Rebecca) Kenitra Hammac
Volunteers for the 2016 IBQAS: Durda Slavic, Dubraska Diaz-Campo, Rebecca Franklin-Guild, Kerry
Sondegroth
Discussion on a memorial award or ideas to honor Brenda Love — during steering committee meeting
Topics for the 2016 Mini-Symposium:

0 Standardizing QC in the lab

0 Rickettsials / Vector Borne Diseases

0 Bacterial Vaccines

0 Antimicrobial reporting best practices

0 Resistance Factors
The consensus was that QC/Reporting as favored topic
Nominate a volunteer to moderate and organize the bacti case presentations: Claire Miller

0 Does the committee want the case presentations to continue? Yes

o0 Should the time be changed? Suggested to have the time moved to Friday in place of the Enteric

committee

Presentation of BioMic Award for Excellence in Diagnostic Veterinary Medicine: 2015 Award to Dr. Carol
Maddox

Antimicrobial Susceptibility Subcommittee Minutes
Ching Ching Wu (absent) and Tim Frana, co-chairs;
Friday, October 23, 2015, 1:30 pm-2:15 pm
Updates on status for pertinent CLSI documents/standards
o Tim Frana- slide presentation of newly approved and recently published CLSI documents/standards
Update/discussion on Trek/Thermofisher implementation of new CLSI VAST standards
o Dubraska Diaz- led discussion related to use of Sensititre and issues regarding software updates and
correspondence to CLSI standards. Letter sent by Subcommittee co-chairs to Trek/Thermofisher following
similar discussion in 2014. New update released in 2015 but there have been problems and it has been
withdrawn for improvements. Expected to be released again later in 2015. New Bovine/Porcine panel is
being developed by Trek and they are looking for feedback from VDLs. Encouraged group to provide
feedback directly to Trek.
USDAJ/FDA antimicrobial susceptibility testing survey
o Beth Harris, NVSL-slide presentation describing initiatives related to Executive Order on combating
antimicrobial resistance. Multi-agency and stakeholder working group formed to decide on course of
action. Results of recent VDL survey on antimicrobial susceptibility testing provided. Will likely be
working closely with VDLs to obtain data and decision standard methods for testing in the future.
Round table discussions
o Group discussion on how the committee and VVDLs can be more involved in providing susceptibility
results that support prudent use and antimicrobial stewardship. Resolution passed supporting
Bacteriology/Mycology and Antimicrobial Susceptibility Subcommittees to work closely on IBQAS
cases with susceptibility results so that VDLSs receive feedback on appropriate presentation of these
results.
o Discussed topics for mini-symposium in 2016. Tentative topic selected regarding QC for antimicrobial
susceptibility testing.
New co-chair elected- Dubraska Diaz-Campo






Bacteriology and Mycology Subcommittee Minutes
Debra Royal and Tanya Purvis, co-chairs
Friday, October 23, 2015, 2:15 pm — 3:00 pm

There was a motion to create an award in memory of Brenda Love. This award would be for a classic
bacteriology poster.
The Walker Student Award would be for a classic bacteriology presentation.
Tanya led a discussion of a written protocol for administering the IBQAS. Suggested changes were made and
the new protocol will be on the AAVLD website and send with the 2016 IBQAS.
Debra led a discussion of the written guidelines for committee members. It will continue to evolve as other
committee members contribute.
Debra updated the committee on the SOP’s and mission statement as requested by AAVLD. Jim Kistler said
to hold off because AAVLD is working on organization wide documents
Rebecca Franklin-Guild was nominated as the new co-chair to replace Debra. Her term will be 2015-2018.
There was discussion to create an awards chairperson. Erdal Erol volunteered to serve in this role for one
more year.






December 17, 2014

Cynthia C. Knapp, MS

Director of US Regulatory and Global Clinical Affairs
Trek Diagnotic Systems

Part of Thermo Fisher Scientific

1 Thermo Fisher Way

Oakwood Village, OH 44146

Dear Cindy:

We are writing to you on behalf of the American Association of Veterinary Laboratory Diagnosticians (AAVLD)
Subcommittee on Antimicrobial Susceptibility Testing (SC AST).

At our last annual meeting a workshop on antimicrobial susceptibility testing was held (AAVLD Understanding
and Effective Application of the Updated CLSI Standards to Antimicrobial Susceptibility Testing and

Interpretations).

This sparked a discussion on how veterinary diagnostic laboratories report results of antimicrobial susceptibility
testing. Since many laboratories utilize the Sensititre system, a common response was that they use output from
the SWIN software which is part of the Sensititre system.

Currently, the breakpoints defined by the Clinical and Laboratories Standards Institute (CLSI) Subcommittee on
Veterinary Antimicrobial Susceptibility Testing (VAST) are not static and regular updates are published. The last
update was in 2013 with another expected in 2015. While we were not sure of the exact date when the last
SWIN breakpoint update was set, we do know it was before 2013. Most of us appreciate the devotion Trek has
on timely updates.

While there are ways users can override defaults settings in SWIN to accommodate new breakpoint
determinations, most have difficultly doing that. In addition, the users all felt strongly that a continually
updated software in agreement with CLSI derived breakpoints is essential in Trek system. More new drugs have
been approved for use in production animals (e.g. Gamithromycin, Tildipirosin), but there has been no
communication that the group was aware of for adding new drugs to the appropriate plates.

Another issue brought to attention was the fact that many breakpoints in SWIN are derived from non-CLSI
approved sources. While it is true that there are a great many drug/bug combinations that require susceptibility
testing but do not have CLSI-approved breakpoints, it is important to have some manner to indicate which
interpretive criteria are based on CLSI-approved breakpoints and which are not.

The VDLs are accredited by the AAVLD and a best practices document approved by the AAVLD Bacteriology
Subcommittee suggests VDL “follow guidelines set forth in the most current version of the Performance
Standards for Antimicrobial Disc and Dilution Susceptibility Tests for Bacteria Isolated from Animals”. It is
important that the VDLs and clients are aware which interpretive criteria results are based on approved
breakpoints and which are not. A notation such as an asterisk or similar would be very helpful.





Trek has been a leader in veterinary antimicrobial susceptibility testing. We have benefited and appreciated the
devotion it has towards veterinary clients. We urge Thermo Fisher, the new owner of the Sensititre system, to
continue to provide excellent customer service and have vision in making this system a sustainable one. Please
convey our message and request to the appropriate decision maker so that customer’s loyalty to this system and
product can be maintained and continue to grow.

Sincerely,
Timothy Frana DVM, MPH, PhD Ching Ching Wu DVM, PhD
Associate Professor/Head of Bacteriology Professor of Veterinary Microbiology
Co-Chair of AAVLD SC AST Co-Chair of AAVLD SC AST

CLSI VAST Reviewer CLSI VAST member





AAVLD Bacteriology Committees Standard Operating Procedures
IBQAS (Inter-Laboratory Quality Assurance Survey) Page1lof1

DATE: October 2015
PURPOSE:

This document is to guide the Bacteriology/Mycology Subcommittee in selecting isolates for the
IBQAS as well as outlining the proper use of the IBQAS for laboratory conformance. The IBQAS tailored
as a self-assessment to help you identify points in your unit that need attention.

DEFINITIONS:

IBQAS: Inter-Laboratory Quality Assurance Survey

BL2: Bio-safety Level 2
COMPOSITION OF THE ANNUAL IBQAS:

e All organisms should be BL2 organisms.

e There should be a minimum of 4 case histories with a minimum of 4 associated isolates.

O Mixed cultures are acceptable if they are suited to the case history.

e At least 2 of the case histories and associated isolates should be composed of isolates that all
laboratories and bench top workers should be able to identify. These isolates should serve as a
minimum standard for QA/QC to the acceptable standard of the individual laboratories.

e The other case histories and associated isolates can be composed of isolates that would be
considered more challenging and serve as an educational component.

e The common and educational isolates will be identified in the results document sent out by the
subcommittee.

e Volunteers will be sought at the annual AAVLD meeting to submit histories and isolates as well
as summarize the results. At least 4 volunteers from different laboratories should be
represented.

0 These volunteers will plan the IBQAS organisms and history over conference calls and
coordinate with NVSL for shipment of the isolates.

e A summary of all submitted results will be posted on the AAVLD website under the Bacteriology
committee section and will be e-mailed to all participating laboratories after the volunteers
have compiled the results from the isolate they submitted.

e At least one case history can request susceptibilities.

GRADING:

There will be no grading of the IBQAS done by the committee and no score will be returned to
the laboratories. The IBQAS is intended as a self-assessment of the laboratories. It should be noted that
as it isn’t graded, there cannot be any penalty associated with not identifying a correct isolate from
AAVLD. The participating laboratories must assess and verify the accuracy and reliability of the results
through your own grading criteria and procedures.

LABORATORY USE:

The method used for proficiency testing must be the primary method or system used for
diagnostic testing at the time the PT event is received. The laboratory must only test and report on PT
samples to the degree the Laboratory currently performs these specific tests to analyze the PT samples
in house. The participating laboratories should identify the isolates in a manner that you would typically
handle these types of diagnostic submissions. You are only expected to identify to the level that your
lab is capable. If you are identifying without using your standard identification and reporting
procedures, the PT will not be comparing your labs analytical performance with that of the other
laboratories based on normal patient testing. Irrespective of the type of data to be analyzed, it is
important that the data from all of the participating laboratories be compatible.

This is an uncontrolled working document and is for AAVLD Bacteriology committees use only.
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JVDI Editorial Board October 23, 2015
Committee Date

Grant Maxie n/a
Committee Chair Co-chair if applicable

Grant Maxie n/a
Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

The JVDI Editorial Board meets face-to-face at the annual AAVLD meeting.

Activities of the Editor in Chief, Associate Editors, Managing Editor, and Sage Publications are reviewed, and
plans are made for the coming year.

Draft statement of purpose of the Journal of Veterinary Diagnostic Investigation:

The Journal of Veterinary Diagnostic Investigation is the official journal of the American Association of
Veterinary Laboratory Diagnosticians. The mission of the Journal is to educate by informing readers of progress
in veterinary laboratory medicine and related fields of endeavor. The key objectives of JVDI are to promote the
science of veterinary laboratory medicine and the betterment of animal health.

From JVDI Instructions to Authors:

“The Journal of Veterinary Diagnostic Investigation (J Vet Diagn Invest) is an international peer-reviewed
journal published in English by the American Association of Veterinary Laboratory Diagnosticians (AAVLD).
JVDI is devoted to all aspects of veterinary laboratory diagnostic science including the major disciplines of
anatomic pathology, bacteriology/mycology, clinical pathology, epidemiology, immunology, laboratory
information management, molecular biology, parasitology, public health, toxicology, and virology.”

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

The Journal is closely aligned with the Vision, Mission, Core Values, and Goals of AAVLD
http://www.aavld.org/mission-vision-core-values

Through continued publication of meritorious peer-reviewed articles, the Journal serves to inform and educate
members, provides a preferred vehicle for publication of the scientific output of members, supports continuous
improvement of laboratory medicine, and contributes to the continued professional growth of members.

Items for Review by the Executive Board (Please List):

1. Draft statement of purpose of the Journal of Veterinary Diagnostic Investigation:

The Journal of Veterinary Diagnostic Investigation is the official journal of the American Association of
Veterinary Laboratory Diagnosticians. The mission of the Journal is to educate by informing readers of progress
in veterinary laboratory medicine and related fields of endeavor. The key objectives of JVDI are to promote the
science of veterinary laboratory medicine and the betterment of animal health.

Action Items for the Committee (Please List):
Please see list below from the Oct 23, 2015, Meeting Minutes.

JVDI Editorial Board Meeting, Oct 23, 2015 Page 1 of 3
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JVDI Action list, 2016-2016:

Action Responsible Complete
1. Draft a JVDI statement of purpose (to be approved by the AAVLD Grant
Executive Board). Holly
2. Request from Executive Board a financial statement for JVDI Grant
3. Deal with the backlog of MSs awaiting checklist Grant done
4. Reformat masthead. Grant, Holly done
5. Consider adding more discipline-specific Associate Editors Grant
6. Add Editorial Board members, renew current EB members, and confirm | Grant, Holly Jan 2016
EB member duties
7. Appoint a Book Review Editor. Grant done — Donal
O’Toole
8. Appoint an Images Editor. Grant done — Paco
Uzal
9. Discuss topics and find speakers for a mini-symposium for authors and Editors
reviewers for the 2016 annual meeting.
10. | Discuss ideas for special issues, and coordinate with SAGE to streamline Editors racehorses
the process of producing a special issue. Paco 2016
e.g., racehorse injuries
11. | Encourage submission of review articles All
12. | Approach authors of interesting abstract/poster submissions (AAVLD All
proceedings) to solicit articles for JVDI.
13. | Add endorsement statement to Journal and Instructions to Authors Holly
(Publication of papers dealing with a commercial or candidate
pharmaceutical product, medical device, or diagnostic test does not convey
or imply an endorsement by the Journal of Veterinary Diagnostic
Investigation or the American Association of Veterinary Laboratory
Diagnosticians.).
14. | Add wording to the Instructions to Authors regarding the addition of a Holly
literature review in submitted case reports.
15. | Contact SAGE to have the Instruction to Authors formatted for mobile Holly
devices
16. | Alert SAGE to articles that should be promoted further (SAGE science Holly
blog, Twitter, and SAGE Insight newsletter)
17. | Modify SAGE Editorial Board guidelines to solicit Associate Editors and Holly Jan 2016
Ed Board members.
18. | Work with SAGE to brainstorm new marketing ideas for advertising. Holly
19. | Add a link to the English language service provider that SAGE endorses in | Holly
rejection letters
20. | Have SAGE purge inactive (00 0 ) reviewers Holly
21. | Expand JVDI Wikipedia page Holly
22. | Send a link to Jim Kistler with the current TOC for the Facebook page Holly
(ongoing)
23. | Send information to Jim for “JVDI in Focus” section of the AAVLD Holly
newsletter (ongoing)
24. | Rectify defective link between AAVLD and SAGE to facilitate Jim K, SAGE

downloading of JVDI articles

JVDI Editorial Board Meeting, Oct 23, 2015

Page 2 of 3






Journal of Veterinary Diagnostic Investigation

Editorial Board Meeting 2015 — Minutes
Friday, October 23, 2015; 4:00 pm — 6:00 pm
Rhode Island Convention Center, Providence, Rl, Room 555-A

1. Welcome and introductions

Attendees: Grant Maxie, Francisco Uzal, KJ Yoon, Holly Farrell, Shelley Andrews,
Michael P. Reichel, Dan Rissi, Musangu Ngeleka, Subhashinie Kariyawasam, Yugendar Reddy
Bommineni, Tim Frana, Jerry Saliki, Brian McCluskey, Bruce McLaughlin, Shuping Zhang,
Donal O’Toole, Matthew Krecic, Steve Bolin, Dave Steffen

2. Approval of agenda; 3. Approval of minutes of Oct 17, 2014, Kansas City meeting
Approved.
4. Editor’s report (Grant Maxie, EIC)

Numbers summary: There was an uptick in manuscripts from 2014 (523 total) to 2015
(538 total). The number of manuscripts from Africa increased from 2014 (0.1%) to 2015 (3%).
The average days of submission to first decision increased from 2014 (30) to 2015 (40), as did
the average days from submission to final decision (2014, 56 days; 215, 70 days). Rejection rate
from 2014 (76%) has held steady through 2015, owing to the increased stringency of our review
process.

Editor-in-Chief report:

Accomplishments—Transition from Dr. Saliki to Dr. Maxie has been successful. The
Instructions to Authors were revised twice, and placed in a more prominent spot on the JVDI
website. The requirement of a Statement of Authorship was instituted for all JVDI submissions,
per the criteria defined by the International Committee for Medical Journal Editors
(ICJME; http://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-
role-of-authors-and-contributors.html). Editing conventions have been fine-tuned (e.g., autopsy
Vvs. necropsy, detection vs. diagnosis, etc.). A statement negating JVDI endorsement of
commercial products will be added to the Journal and Instructions to Authors. A “Thank-You to
Reviewers” was added to the March 2015 issue, and this will be an ongoing feature in the
Journal. An email informing reviewers of the final decision of the Editor was added to keep
reviewers in the loop, and as a reminder “thank you.” A new section entitled “JVDI in Focus”
was added to the AAVLD newsletter, highlighting an article from the latest issue. Wording was
added to all acceptance letters regarding JVDI’s expectation of availability for future reviews by
the authors. Created AAVLD informational ad to be included in the 2016 issues of JVDI.
Reviewer database purge in progress to delete reviewers with low or nonexistent reviewer scores.

Challenges—The challenge of enlisting dedicated peer reviewers remains, as some
manuscripts have up to 12 declined reviewers before 2 are found (each manuscript requires at
least 2 peer reviews). The EIC would like to see better quality manuscripts submitted to JVDI.
SAGE suggests that JVDI increase the number of Associate Editors and the number of Editorial
Board members. Increased turnaround time has been a problem in 2015 (increased from 56 days

EB Minutes Oct 23, 2015 Page 1 of 5
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to 70 days from 2014 to 2015. Advertising revenues declined sharply, from 14 ads in 2014 to 2
in 2015. There is not a clear purpose statement for JVDI.
Action items—see Action List.

5. Publisher’s report (Shelley Andrews, SAGE Publications)

Circulation: 2014 total circulation of 8,732; 2015 YTD circulation of 8,662. The total
number of subscriptions has seen a change of 4.56% from 2013-2015 YTD. Individual, member,
and traditional organization subscriptions are down, while bundled subscriptions (bundled with
other Journals), consortia, and developing world subscriptions have increased or remained steady
(see p. 5 of SAGE 2015 Annual Publisher’s Report). The developing-world organizations are
determined through the WHO (HINARI; http://www.who.int/hinari/about/en/) and Research 4
Life (http://www.research4life.org/about/).

Online Usage: 2014 full-text downloads totaled 628,192; 2015 YTD full-text downloads
total 359,630. (See Action List — Jim Kistler and SAGE to rectify the defective software link
between AAVLD and SAGE = the root cause of the drop in downloads.)

Bibliometrics: 2014 Impact Factor is 1.353, an increase from 1.232 in 2013. Five-year
2014 Impact Factor is 1.377, a decrease from 1.556 in 2013. Ranked 38 out of 133 journals in the
Journal Citation Index Veterinary Sciences category.

The open-access case report journal sponsored by AAVLD and published by SAGE has
not taken off given the failure to locate an editor.

See also SAGE 2015 Annual Publisher’s Report.

6. Matters arising from the two reports (open discussion)

Jim Kistler noted in the Publications Committee meeting that there is a disconnect
between the AAVLD website and the JVDI website, as members are unable to use their AAVLD
credentials to log in to JVDI. The problem arose when AAVLD’s web host increased the security
protocols of the website. SAGE has been unable to rectify the security settings on the JVDI
website to compensate. This could be the reason for the decreased number of text downloads (an
average monthly decrease of 7,396 from 2014).

A new SAGE commercial sales manager was appointed for JVDI (Kathryn Edwards),
and a conference call with her, Kaitlyn Voyce, Grant Maxie, and Holly Farrell resulted in new
ideas for marketing JVDI.

Shelley Andrews suggested that AAVLD bundle advertising for the AAVLD annual
meeting (sponsors/trade show booths) to include discounted advertising in JVDI.

To offset the longer turnaround time, Dr. Reichel suggested that we post Online First
articles in various stages of completeness (a watermark would indicate the status, such as Galley
Stage or Press-Ready).

To generate interest in the Journal, SAGE suggests that we notify them of topical articles
that can be advertised on their blog, their Twitter account, and in the SAGE Insight newsletter.

English as a second language (ESL) is an ongoing problem with submitted manuscripts.
SAGE suggested that we highlight the service provider that SAGE uses. We currently have this
link in the Instructions to Authors but it may have more impact in the decision/rejection letters.

Reconfiguration of the Journal masthead/Editorial staff page in the print Journal and
online was discussed, as well as the need for more Associate Editors and Ed Board members
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(increase from ~20 to ~50). Vet Pathol and Tox Pathol were the 2 journals used for comparison,
regarding layout of the masthead and number of editorial staff.

To increase the quality of reviews, to attract more reviewers, and to advocate for higher
quality submissions, the EIC suggested that a symposium be added to the program for next
year’s meeting. A panel of speakers would address a variety of topics, such as advice on how to
get published, common reasons for rejection, basic figure manipulation, the types of
supplemental material that are encouraged at JVDI submission (podcasts, whole slides, raw data,
etc.), etc. The symposium would be recorded (with the help of SAGE) for inclusion on the JVDI
website.

It was suggested that an occasional Editor Commentary on articles would be of interest to
the general readership. Such a commentary might help readers to see a topic as more relevant
than previously thought.

The issue of case reports is an ongoing discussion. While not being beneficial to the
impact factor, case reports are quite useful to readers and that, as a Society journal, we should
focus on what our audience is interested in, meaning that case reports are relevant and should be
published. For rejected case reports that have merit, Dr. Uzal has been recommending to authors
that a literature review be added to the report, and upon completion, the article resubmitted for
review. He has had success with this approach, and we will be adding the wording to the
Instructions to Authors. Such an addition to case reports could increase citations, thus helping the
impact factor.

Appointment of a Book Review Editor was suggested by the EIC. SAGE can help solicit
publishers to ensure a flow of books for review.

Appointment of an Images Editor was suggested by the EIC to evaluate submitted
figures, which would in turn provide higher quality images to the readership.

7. General discussion items

a. Significant changes were made to the Instructions to Authors
—Suitability of Letters to the Editor, Book Reviews, and Commentaries;
—Details on the peer review process;
—Details on the various sections of manuscript, particularly Authors’ Contributions;
—A statement negating endorsement by the Journal for commercial products;
—Notification to authors that a list of suggested reviewers can be submitted to the editorial
staff;
—Streamlining of the new and revised manuscript submission instructions;
—Minor grammar/editorial changes.

b. Clarification of Ed Board membership requirements
—NMembership in AAVLD is required
—Term of appointment is 3 years
—EB members are expected to review 8-10 manuscripts per year
—Participation in occasional conference calls or e-mail discussions on editorial policy issues
—Attendance at the EB meeting at the annual AAVLD meeting is highly desirable

c. Soliciting review papers
—suggestions for special issues (this would not be a separate issue, as the special issue
articles would make up the majority of an issue): Next generation sequencing; pathology of
racehorses; shelter medicine
—suggestions for guest editors
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8. Appointment of Editorial Board members

A SAGE guide for soliciting Editorial Board members was addressed. Included in the
guide is a solicitation letter, an outline of a list of expectations/requirements that would clarify
what Board membership entails, as well as a contract that the potential member would sign, all of
which can be modified to suit the needs of JVDI. In addition, SAGE offers certain benefits
(discounts, etc.) for reviewers and this could be highlighted in such a solicitation. Further
modification to the guide could be made for soliciting Associate Editors.
It was suggested that periodic communication with the Editorial Board (quarterly email
and/or conference call), in addition to the annual meeting, would help sustain interest and
enthusiasm in the Journal. In addition, perhaps highlighting distinguished reviewers (in the
Journal and/or AAVLD newsletter) would help sustain enthusiasm/interest in the Journal.

Action list
Action Responsible | Complete
1. | Draft a JVDI statement of purpose (to be approved by the Grant
AAVLD Executive Board). Holly
2. | Request from Executive Board a financial statement for JVDI Grant
3. | Deal with the backlog of MSs awaiting checklist Grant done
4. | Reformat masthead. Grant, Holly | done
5. | Consider adding more discipline-specific Associate Editors Grant
6. | Add Editorial Board members, renew current EB members, Grant, Holly | Jan 2016
and confirm EB member duties
7. | Appoint a Book Review Editor. Grant done -
Donal
O’Toole
8. | Appoint an Images Editor. Grant done — Paco
Uzal
9. | Discuss topics and find speakers for a mini-symposium for Editors
authors and reviewers for the 2016 annual meeting.
10. | Discuss ideas for special issues, and coordinate with SAGE to Editors racehorses
streamline the process of producing a special issue. Paco 2016
e.g., racehorse injuries
11. | Encourage submission of review articles All
12. | Approach authors of interesting abstract/poster submissions All
(AAVLD proceedings) to solicit articles for JVDI.
13. | Add endorsement statement to Journal and Instructions to Holly
Authors (Publication of papers dealing with a commercial or
candidate pharmaceutical product, medical device, or diagnostic
test does not convey or imply an endorsement by the Journal of
Veterinary Diagnostic Investigation or the American Association
of Veterinary Laboratory Diagnosticians.).
14. | Add wording to the Instructions to Authors regarding the Holly
addition of a literature review in submitted case reports.
15. | Contact SAGE to have the Instruction to Authors formatted for Holly
mobile devices
16. | Alert SAGE to articles that should be promoted further (SAGE | Holly

science blog, Twitter, and SAGE Insight newsletter)

EB Minutes Oct 23, 2015
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17. | Modify SAGE Editorial Board guidelines to solicit Associate Holly Jan 2016
Editors and Ed Board members.

18. | Work with SAGE to brainstorm new marketing ideas for Holly
advertising.

19. | Add a link to the English language service provider that SAGE | Holly
endorses in rejection letters

20. | Have SAGE purge inactive (00 0 ) reviewers Holly

21.| Expand JVDI Wikipedia page Holly

22.| Send a link to Jim Kistler with the current TOC for the Facebook | Holly
page (ongoing)

23. | Send information to Jim for “JVDI in Focus” section of the Holly
AAVLD newsletter (ongoing)

24. | Rectify defective link between AAVLD and SAGE to facilitate | Jim K, SAGE

downloading of JVDI articles

EB Minutes Oct 23, 2015 Page 5 of 5
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Epidemiology October 23, 2015
Committee Date

Ashley Hill Marilyn Simunich
Committee Chair Co-chair if applicable

Laura Goodman
Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

To communicate epidemiologic concepts, techniques and methodologies to enhance the efficacy and efficiency
of veterinary diagnostics and utilization of veterinary diagnostic laboratory information for the maintenance of
animal and public health.

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

Long-term strategy: Work towards development of a national disease surveillance map, available online, using
current information on disease diagnoses provided by VDLs.

Items for Review by the Executive Board (Please List):

None

Action Items for the Committee (Please List):

The committee will put together a working group to develop a standard nomenclature list of syndromes that
would be useful to practitioners, for use in a disease surveillance map.





AAVLD Epidemiology Committee 2015 Meeting Report

Chair: Ashley Hill
Co-Chair: Marilyn Simunich

Meeting location and attendance:

The 2015 Meeting was held from 10:00 a.m. to 12:00 p.m. on Friday, October 23, 2015, in meeting room
555-B at the Providence Convention Center in Providence, Rhode Island. Attendees: Bruce Akey, Julie
Bidulka, Craig Carter, Wayne Chittick, Beate Crossley, Dave Dargatz, Francois Elvinger, Joe Garvin,
Kathleen Gibson, Laura Goodman, Michael Greenlee, Jake Guag, Stephane Guillossou, Ashley Hill, Quoc
Hoang, Rekha Holtry, Noah Hull, Jennifer Jones, Michael Martin, Brian McCluskey, Barb Porter-
Spaulding, Anette Rink, Brant Schumaker, Avanti Sinha, Susan Stehman, Sydney Stein, Aissa Sylla,
Danielle Tack, Josie Traub-Dargatz, Ron White, Jin Xie, Michael Zhang.

Meeting minutes:
Craig Carter presented “Nationalizing an Animal Health Laboratory Diagnosis Map: What would it take?”

The University of Kentucky VDL web site includes an Animal Disease Distribution Map. This map
shows a 30-day moving window of disease diagnoses by county for the state of Kentucky. Disease
diagnoses include necropsy as well as non-necropsy cases. This allows clients/practitioners to easily
see recent diagnoses in their area. The map incorporates information from two diagnostic labs
within Kentucky; both use USALims, but are under oversight of different universities. Dr. Carter
reported that the map was simple to set up and inexpensive.

Other items provided by the UKVDL web site include Veterinary Health Bulletins (summary of a
relevant disease along with available diagnostic tests for the disease and their cost), and a 3-year
moving window of necropsy diagnoses shown as an epi curve. The necropsy diagnoses can be
filtered by diagnosis, species, etiology, etc.

Expanding this to a national level would require enlistment of diagnostic laboratories, selection of a
host laboratory, funding support, a nomenclature standard for reporting, individual laboratories
mapping their nomenclature to the standard, selection of ways to view the data, and ultimately
testing and implementation. A small-scale pilot project with two laboratories might be useful as
proof of concept; if that is successful, the Epi Committee might put forward a resolution to AAVLD in
support of a national system.

Ashley Hill presented “Effect of diagnostic test properties on sampling and surveillance”.

The presentation focused on the effects of prevalence, imperfect sensitivity, imperfect specificity,
and level of confidence on the sample size needed to classify a herd as infected vs. uninfected.
Classification was based on the number of reactors in the herd compared to a threshold number of
reactors. In most cases, a decrease in specificity had a much larger effect on sample size than a
decrease in sensitivity. The lowest sample size was needed when disease had high within-herd





prevalence, and the diagnostic method had perfect specificity. On line tools (FreeCalc, available at
Aus Vet) will do the calculations for you.

The Epidemiology Committee as a whole discussed the idea of a national disease surveillance map.
Points raised included:

e The diagnosis list needs to be standardized, and needs to be useful to practitioners

e Privacy concerns — did Kentucky experience any pushback from clients by releasing their
data? (No, according to Dr. Carter)

e Delays in putting the information on the map would remove the value of the map. In KY,
data goes into the map as soon as the case is closed/finalized. Time from carcass
submission to case closure differs across laboratories.

e  Which county is associated with the case: the county where the owner resides, or the
county where the animal(s) reside? This could be an issue in Western states where the
animals are often not located at the owner’s address.

e A state-level National Animal Reportable Disease list is in development. There is potential
for synergy between that list and a standard disease list for a national surveillance map.

e Practitioners would probably like to have an up-to-date map showing disease diagnoses in
their region — as long as the diseases were reported/summarized in ways that were
practical/useful to them. Reporting at the level of detail typically used in a pathology report
would not be useful.

e Who assigns the diagnosis for a case? In most laboratories, it is the case coordinator. Will
this make adhering to a standardized list difficult? Ideally, no, because the mapping of the
pathologist’s diagnosis (BVDV abortion) to the standardized nomenclature diagnosis
(Abortion, viral) will be done by the computer, not by the pathologist.

e Can we adapt existing human disease surveillance techniques? At CDC, ICLN (Integrated
Consortium of Laboratory Networks) does text scraping of free-text fields. Maybe they
would be willing to share with us.

e If the data needed to populate the map exists in individual LIMS systems, can it be extracted
for use?

As an Action Item for next year, the committee recommended putting together a working group to
develop a standard nomenclature list that would be useful to practitioners, for use in a disease
surveillance map. Dr. Hill will send an email to the membership asking for interested participants to join
the group.

2014 AAVLD Epidemiology Committee meeting minutes were approved.

Laura Goodman was nominated to serve as co-chair for the Epidemiology Committee. All present
approved the nomination, and Laura indicated she was willing to serve.

The meeting was adjourned.

Suggested topics for next year (from previous lists as well as suggestions made at the 2015 meeting):





What does USDA need from VDLs for disease surveillance? (Brian McCluskey)
USDA Centers for Epidemiology and Animal Health modeling and disease surveillance

Review of AAVLD abstracts — do they meet recommended reporting guidelines? (Stephane
Guillossou & Susan Stehman)

0 Recommendation: 1 month prior to next year’s meeting, send out relevant reporting
guidelines to Epi Committee membership.






AAVLD Committee Report

Committee: Financial Advisory committee

Date: October 23, 2015, 7:00-8:00 am. Closed meeting
Chair: Lanny Pace

Attendees:

John Adaska

Cat Barr

Bev Byrum

Tim Baszler
Franscois Elvinger
Jim Kistler

Kristy Pabilonia
Lanny Pace

Discussion:

Update on committee membership as follow up to discussion following 2014 annual meeting that
new members need to be added to the committee. Bev Byrum and Cat Barr were asked to become
regular committee members following their participation on the committee in prior years as Chair of
the Accreditation Committee (Byrum) and President/Past President (Barr). After several years of
service on the committee Sharon Hietala had asked to rotate off the committee after the 2014 annual
meeting.

John Adaska agreed to chair the committee now that his term as AAVLD Secretary/Treasurer is
complete.

Update on current financials by John Adaska.

Discussion about ability/feasibility of the association to continue to fund lobbyist salary in light of
the need to move money from the money market account to the general fund account for several
years in a row. The committee recommends that the association look at other sources of revenue to
fund the lobbyist rather than continue to use reserves to replenish the general fund account.

Report submitted by: Lanny Pace
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Government Relations Committee December 2015

Committee Date

Bruce Akey Barb Powers

Committee Chair Co-chair if applicable

Bruce Akey Barb Powers

Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

The government relations committee monitors government activities that affect AAVLD and interact with
USDA, FDA and AVMA and the AAVLD/USAHA committee on the NAHLN. The committee may make
recommendations regarding federal actions.

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):
Continue lobbying effort for AAVLD and the NAHLN

Attend government relation meetings in March, including visits to Congress

Respond to the new proposed laboratory approval process (completed)

Continue interaction with and participation in FDA Vet _LIRN

Continue active communications with AVMA and AAC

Items for Review by the Executive Board (Please List):

Continued funding for the lobbying effort

Action Items for the Committee (Please List):

Work with the AAVLD/USAHA committee on the NAHLN to fund raise for the lobbying effort.

Develop, implement and summarize a state by state survey of the importance of the agriculture industry to the
state and the assets of the states VDLs

Please provide this form to Jim Kistler, Executive Director. Also attach a copy (word) with the committee report narrative (due two weeks after
conclusion of Annual Meeting) The committee reports will be posted on the AAVLD website and available to members. If you have any questions,

please email jkistler@aavld.org.



mailto:jkistler@aavld.org



2015 AAVLD Government Relations Committee Minutes
Saturday, October 24, 2015

1. NVSL update, NON-NAHLN items — Dr. Beverly Schmidt: Dr. Schmidt announced the new directors of

the different sections of the laboratory, which include Dr. Hochstein for Quality Control, Dr. Ostlund as
Associate Director, and Dr. Swenson as Diagnostic Virology Lab Director. Over the last year, NVSL has
done over 42,000 accessions and run over 400,000 tests. For the high pathogenic avian influenza
outbreak response effort, the lab participatiened in confirmatory testing for the NAHLN, helped with
sample collection and supplies, did sequencing of viruses, and did kit validations ardthat allowed for
newrapid licensesing of new test kits. Pseudorabies in China was investigated as-farastesting-and a
eurrentnew PCR, virus isolation and serology test will be taken-efdeveloped for this new strain. Swine
influenza virus surveillance is still ongoing. The labs validated a new PCR test for vesicular stomatitis and
deployed it to the NAHLN laboratories. A saltwater system for aquaculture was commissioned to study
shrimp diseases. Protocols were verified for detection of MERS in camels. The lab €continued work on
equine influenza and eastern equine encephalitis virus, includeding updating antigens. A ring trial for
African horse sickness was done. trteractions-Collaboration with the CDC regarding brucellosis detection
by culture and PCR was completed. The work on tuberculosis included trouble shooting the gamma
interferon test and identifieding faulty kits. In the One Health arena, salmonella in poultry and exotic
pets was investigated. A PCR for piroplasmosis validation is ongoing. In the pathology section, scrapie

and CWD testing continued, including oversite inteof and confirmatory testing for the NAHLN

laboratories. A C€cattle fever tick feverIvermectin trial was completed and testing for fraudulent blood

was also done. I|dentification of parasites also continued. FADDL proficiency test panels were prepared,
courses were given, and new projects were begun. International activities included involvement with

foot and mouth disease and African swine fever work. Fhey-wereFADDL was approved as a rinderpest





holding facility and worked on thate FMD vaccine bank. As far as quality assurance, 83% of the tests

have been |SO 17025 accredited and the laboratory is now ISO 9001appreved-atcertified4S09001.

2. FDA Vet-LIRN update, Dr. Renate Reimschuessel. The Vet-LIRN program started in August of 2010

and is now a functioning network comprising 37 laboratories. The mission is to promote human and
animal health. In December of 2010, the staff consisted of a director, a support scientist, are-a liaison to
the Office of Surveillance and Compliance, and a contract chemist. Currently there is another support
scientist and another two veterinarians working on investigation and response to consumer reports. The
Vet-LIRN awarded 11 cooperative agreements to study salmonella in pets; the data from this study is
being prepared for publication. The Vet-LIRN collaborated with six FERN laboratories to test a number of
animal feed products for various contaminants, including Listeria and satmenelaSalmonella. The Vet-
LIRN collaborated with three FERN laboratoryies to optimize a method andfor testing of pig tissues for
triazine contaminants. The Vet-LIRN was awarded a contract to document feed contaminants, including
melamine and mycotoxins. The Vet-LIRN has initiated a proficiency testing program which will conduct,
on average, three proficiency tests per year. The upcoming test is on sSalmonella detection. The Vet-
LIRN has a funding program to provide infrastrueture-surveillance testing for investigations and currently
30 labs have received this funding. The Vet-LIRN has conducted approximately 30-50 case investigations
per year, evaluating problems with animal feed or animal drugs. The Vet-LIRN continues to investigate
the cause of pet jerky treat-associated ilinesses, focusing on cases of Fanconi syndrome. The Vet-LIRN
has initiated a new funding program to validate methods in-the-retweork-for food contamination and
animal diagnostic specimens and there are currently 11 funded projects. The Vet-LIRN is currently
working with the National Animal Health Laboratory Network to investigate and combat antibiotic-

resistant bacteria.





3. AVMA Update — Gina Luke: The AVMA has multiple priorities that they work with Congress to try to
get funded. There are at least ten issue areas for appropriations that they are responding to and those
of significance to the AAVLD include support for the National Animal Health Laboratory Network where
AVMA has been a very staunch supporter. Other areas of interest to AAVLD include the Veterinary
Medicine Loan Repayment Program, the Food Animal Residue Avoidance Databank, Agriculture
Research Service, and the Antimicrobial Resistance Initiative.; s/sMany other animal health and welfare
issues, food-related issues, pharmaceutical-related issues, and research issues are also evaluated by
AVMA and more detailed information is available on their website.

4. New Proposed Laboratory Approval Process — Dr. Randall Levings: The USDA is proposing a new

laboratory approval process which does not involve NAHLN-related tests or tests performed byfor the
National Poultry Improvement Plan. This includes scrapie genotyping, EIA, tuberculosis, Brucellosis,
Johne’s disease, pseudorabies, and contagious equine metritis, among others. The purpose is to
consolidate the approval process into one regulation, which would include application_and inspection
requirements, acceptable testing procedures, training and proficiency testing, maintaining approvals,

and terms of the approval. Comments are welcome from AAVLD; (these were provided by email

following the meeting and before the deadline).

5. NBAF Update: The ground has been broken for this new facility has-breken-and it is expected to be up
and running in 2020; Plum Island will close in 2023.

6. NIFA Update: The National Institute of Food and Agriculture presented their proposed budget for
2016. Areas of interest include the Smith-Lever Formula funds, the Food Animal Residue Avoidance
Database Program, the Agriculture and Food Research Initiative, the Veterinary Medical Services Act,
and Veterinary Medical Loan Repayment Program. Of special interest to AAVLD is the Food and
Agriculture Defense Initiative, which supports the National Animal Health Laboratory Network, where

funding is proposed to remain steady at 6.7 million dollars.
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Informatics Committee 10/23/2015
Committee Date

Randy Berghefer Scott Ross
Committee Chair Co-chair if applicable

Steve Vollmer

Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

N

5.

{Baseline} Provide guidance for accreditation with respect to IT
{Innovation} Provide support for IT systems and advice on new technologies
{Best Practices} Advance the knowledge of best practices and means for laboratories to effectively use
their internal IT systems and enhance diagnostic operations
{Standards} Examples; Data Model, Transport ... One of the purposes is to promote the applicable
standards for data exchanged
e Possible examples: SNOMED, LOINC
{Security} Goals on trending and emerging technologies

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

1) Provide Accreditation Committee with updated Informatics guidance document.
2) Setup possible training for auditors how to assess Information Technology.

Items for Review by the Executive Board (Please List):

1) See if AAVDL will purchase projectors for committee meetings, currently AAVLD ships printer and

computer having a few projectors available for small committees would be useful.

Action Items for the Committee (Please List):

Provide update Informatics guidance document for accreditation committee.

A) Sub committee was formed to update document.
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_Laboratory Administration, Management & Personnel (LAMP)

Committee Date

_Lisa Shipp

Committee Chair Co-chair if applicable

_Kim Ramm

Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Commuittee Statement of Purpose:

AAVLD Laboratories share a common quality system focused on improving awareness and delivery of
veterinary diagnostic services. However, each entity is unique in its physical and business structure. The
LAMP committee strives to share best practice strategies in administration, management, process engineering
and implementation, and personnel management by sharing and demonstrating solutions to various problems
encountered in the daily activities of a veterinary diagnostic laboratory. Information shared between members
is often revised and executed within the structure of the home organization, thereby contributing to the goal of
continuous improvement.

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

e Share lab updates — provide descriptions of successes and/or failures over the past year as well as
lessons learned

e Share business process improvements with suggested strategies for implementation

e Discuss funding strategies and marketing opportunities at local/regional/national/international levels

e Increase communication and awareness between lab administrators in order to be better problem solvers

Items for Review by the Executive Board (Please List):

N/A
Action Items for the Committee (Please List):

e Increase awareness of and attendance to the LAMP committee
e Encourage the participation of more administrators in the AAVLD





Laboratory Administrative Management Personnel (LAMP) Committee Minutes 2015

Chair: Lisa Shipp

Co-Chair: Kim Ramm

Meeting dates: Saturday October 24, 2015 1:00 pm - 3:00 pm; Sunday October 25, 2015 8:00 am - 12:00
pm; Providence, Rhode Island

Number of attendees: 15 on Saturday; 13 on Sunday

Prior Year Minutes

LAMP committee minutes from 2014 were approved as written.

Membership / Attendance

Membership requirements for the LAMP committee include paid membership in AAVLD, either full or
associate, and a desire to learn and share administrative concerns that impact all veterinary diagnostic
labs.

Committee Statement of Purpose:

AAVLD Laboratories share a common quality system focused on improving awareness and delivery of
veterinary diagnostic services. However, each entity is unique in its physical and business structure. The
LAMP committee strives to share best practice strategies in administration, management, process
engineering and implementation, and personnel management by sharing and demonstrating solutions
to various problems encountered in the daily activities of a veterinary diagnostic laboratory.

Information shared between members is often revised and executed within the structure of the home
organization, thereby contributing to the goal of continuous improvement.

Presentations
"IT Buzz Words - and How We Can Apply Them" — presented by Scott Ross, Cornell

e Cloudification - Cornell uses Amazon Web Service (AWS) for their entire University.
They were then able to get rid of some servers and free up time for staff that were
maintaining them.

e Attributes of Cloud Computing
0 No capital expenditure
Pay as you go and only for what you use
Can scale up or down as needed
Improves time to market
Allows you to focus your engineering resources on what differentiates you
instead of managing the undifferentiated infrastructure resources

O O O O

The concern for AWS is not IT security but a contract problem - it must be negotiated

Page 10of4





Laboratory Administrative Management Personnel (LAMP) Committee Minutes 2015

e Tableau is a dashboard that can be used to make the most of the information that
you're already collecting. One example of the possibilities that Scott demonstrated was
a map of the U.S. and pins were dropped in the locations that Cornell receives samples.
It will also show the total number of accessions from that location.

Tableau allows you to make smarter decisions because it's based on actual data.

"Leading Change" presented by Kim Ramm, Cornell

There are four personality types that you deal with when implementing change.

> Chargers- innovative, loud. Anxious to move forward

> Critics- long timers of the organization, had power at one time, they know the reason
why whatever you're trying to implement won't work

» Bystanders - waiting to see what happens before they decide which side of the fence
they'll be on

» Victims - the change is causing them extreme anxiety

Strategies for dealing with these personality types:

Chargers: have face to face discussions, provide a project timeline, and explain why everyone
needs a chance to catch up to them

Critics: listen to their thoughts, call their bluff when necessary, divert them with something they
are passionate about, require them to provide metrics for decision making

Bystanders: this will be the majority of people, help them prepare for the change by having
training sessions

Victims: need special handholding and possibly extra training time; benefit from one-on-one
discussions.

“Opening a Satellite Laboratory: Trials and Tribulations” presented by Dr. Rick Fredrickson, University
of lllinois

The University of lllinois has opened a satellite clinical pathology laboratory inside of a 40 vet practice in
Buffalo Grove (suburb of Chicago). This is one of three very large referral clinics in the Chicago area.
With the large number of clinicians and established clientele, it made good financial sense to partner
with Veterinary Specialty Center (VSC).

[llinois has 2 former governors currently in prison and therefore the procurement procedures are very
tedious and slow. Purchasing clinical pathology equipment that was used in Urbana lab was the goal to
keep the labs operating the same as much as possible — but it was a nightmare.
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Laboratory Administrative Management Personnel (LAMP) Committee Minutes 2015

Once the lab was up and running, the numbers of samples coming in were nothing like what had been
promised to us. After much frustration, the problem was that the techs didn’t want to walk the samples
to the lab. They had always run their own samples so they wanted to continue to do a familiar
procedure. They also felt like the lab took too long to give them results. They were used to bedside
analyzers that produced results in a couple of minutes, not the 30 minutes that the lab was taking. Since
then the lab has won them over and provided the quality that they were missing out on with so many
handheld instruments. Having a full time clinical pathology in the building has created a bridge between
the lab techs and the VSC staff.

“Implementation of a Large Scale LIMS System” presented by Becky Callan, Cornell
Cornell changed from UVIS to VetView and Becky told us how they handled the project.

Each section was required to assign ‘super users’. These were users that were going to learn the entire
system, not just perform their section duties. This allowed for deeper knowledge of the system within
each section. To achieve buy-in, each section was asked to create a wish list of items that the prior
system didn’t offer but was something they wanted from the new system.

They enlisted the help of a campus project manager to keep the process moving. This would allow the
lab employees to continue to perform their duties and have someone else focus entirely on moving the
project forward.

They had extensive notification of the upcoming change to the clients and employees. Banners were
placed in the lab that had a countdown to going live. The website and billing statements included the
countdown as well to keep the clients up to date.

Laboratory Updates

The laboratory updates are performed as a round table discussion. Topics included:

e Open positions in the laboratory

e New facilities and remodeling of current buildings
e Changing to new LIMS or recent change in place

e AlV emergency preparedness

o T

The meeting room met the needs of the committee.
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Laboratory Administrative Management Personnel (LAMP) Committee Minutes 2015

Meeting attendees

Name Organization LAMP E-mail
member
Sarah Raynak Michigan State Y raynak@dcpah.msu.edu
Nicole Vandermoere Michigan State Y weathe33@msu.edu
Bill Lawrence Murray State Y wlawrence@murraystate.edu
Rick Fredrickson University of Y frdrcksn@illinois.edu
Illinois
Stacy Morris Texas A&M Y s-morris@tamu.edu
Kelly Boesenberg lowa State Y kellyisu@iastate.edu
Alanna McPartlin Oregon State N alanna.mcpartlin@oregonstate.edu
Jennifer Rudd Virginia Tech Y jdrudd@vt.edu
Becky Callan Cornell Y blc65@cornell.edu
Rajesh Parmar South Dakota Y Rajesh.parmar@sdstate.edu
State
Susan Martin Missouri Y martinsu@missouri.edu
Joey Kellum Mississippi State Y Joseph.Kellum@msstate.edu
Kim Ramm Cornell Y ksr52@cornell.edu
Lisa Shipp University of Y Ishipp@illinois.edu
Illinois
Scott Ross Cornell N sr523@cornell.edu
Jeff Duke University of N jduke@uga.edu
Georgia
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Laboratory Emergency Management Committee ~ October 23, 2015

Committee Date

Christina Loiacono Kelli Almes

Committee Chair Co-chair if applicable

Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

Items for Review by the Executive Board (Please List):

Action Items for the Committee (Please List):






Additonal Comments:

Topics for 2016 meeting suggested by membership

- More efficient strategies for performing hands-on training
- Methods to standardize training (safety, HIPAA, etc) for shared NAHLN technicians in order to get
them running tests in a more timely manner once deployed.





2015 LEMC Meeting Minutes
Panel Discussion on Laboratory Emergency Plans

UC Davis

- system wide plan in addition to laboratory specific plans
- plan was created reactively after the END outbreak

- Reviewed annually by Emergency Response Committee

University of Kentucky
- 2 separate plans
0 Building emergengies- KOH for digestor, local fire departments conducts tours of
facilities, also on file with university police, most revisions occur after a training
exercise
0 “The Dog”- written in response to Mare Reproduction Loss Syndrome, very detailed
and set up in ICS structure

Wisconsin
- Laboratory plan in integrated into state response plan
- Specific IT recovery plan

Missouri
- Biosafety plan written in conjunction with 2014 AAVLD site visit
- Post-event audit if part of plan

Open Discussion on Plans

- Fire and tornado drills each year, fire extinguisher training, emergency generator back-up,
AED’s, routine discussions with campus EH&S, many tabletops in order to develop/revise
plans, some universities require plans in ICS structure

- Oklahoma State has developed safety App for afterhours student workers

- Plans have helped build relationships with EPA and campus EH&S
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Laboratory Safety Committee 10/24/2015
Committee Date
Dr. Kristy Farmer Mary Byrd
Committee Chair Co-chair if applicable
Michelle Norris Patricia Godwin
Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

The mission of the Laboratory Safety Committee of the American Association of Veterinary Laboratory
Diagnosticians is to provide a national forum to discuss current and emerging laboratory safety, biosecurity, and
biocontainment issues when working in a veterinary diagnostic laboratory. It is designed to be a central resource
for communication, information, and support within AAVLD.

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

P Start up an E-List for lab safety to enhance communication throughout the year

» Present Laboratory Safety Topics during 206 Quality Assurance Symposium

» Work with NAHLN to improve communication between the labs on safety training requirements for
transferred employees during an outbreak situation

P Create a survey on lab safety practices in labs to disseminate that information to the committee

P Find reputable lab safety training modules to share with the Committee

Items for Review by the Executive Board (Please List):

» Change Committee meeting time from Saturday 3:30-7:30 to Saturday from 8:00am-12:00pm

Action Items for the Committee (Please List):

» Formed a Subcommittee (Sarah Plevin, Joey Kellum, & Lou Samudo) to work with NAHLN on
recommendations for training basics with shared employees during an outbreak situation.

» Work with Reda to create an AAVLD lab safety E-list

» Develop a questionnaire on common lab safety practices, put it out on the E-list as well as the results

» Find and post reputable lab safety training modules (to the committee’s AAVLD website)

» Work with AAVLD QC Committee to be included in the 2016 QA Symposium
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Membership October 23, 015

Committee Date

Amy Swinford Pat Halbur

Committee Chair Co-chair if applicable

Catherine Barr Steve Hooser

Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

See attached minutes

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

See attached minutes

Items for Review by the Executive Board (Please List):

Approval of Catherine Barr as Co-Chair to replace Amy Swinford

Action Items for the Committee (Please List):

See attached minutes





AAVLD Membership Committee Meeting Minutes
October 23, 2015, 4:30-5:15 pm
Meeting Room BR-E

Members present: Amy Swinford (Co-Chair), Cat Barr, Jim Kistler, Pat Halbur(Co-Chair), Deep

Tewari, Maria Spinato, Deb Royal.

Members absent: Jim Everman, Don Kitchen

Review of minutes and action items from June 2015 conference call. — Minutes were approved with no
edits.

Current status of AAVLD Membership — Jim Kistler reported that as of October 23, there were 906
AAVLD members.

Discussion of Membership Committee mission and vision statements in alignment with AAVLD strategic
plan. — The committee discussed and agreed that the Membership Committee’s goals and actions are
aligned with those of AAVLD.

» The AAVLD Executive Board has tasked each committee with the following:
= demonstrate its alignment with the AAVLD mission, vision and goals by generating/submitting
some basic strategies and actions for the committee itself, and
=  submit a committee report to the Executive Board, including notation of who will be the next
year's committee leadership, so that we can facilitate communication and foster committee
activities throughout the year to support the committees’ strategies and actions.
» The AAVLD Membership Committee statements are provided below:

» Mission Statement: The AAVLD Membership Committee serves to ensure the continuing viability of
the organization by promoting the benefits of AAVLD membership, actively recruiting and engaging
new members, identifying strategies for member retention, and seeking ways to improve the
membership experience for all AAVLD members.

» Vision Statement: The AAVLD Membership Committee strives to make belonging to AAVLD an
imperative for diagnosticians seeking a national and global network of support in veterinary
diagnostic laboratory excellence.

Update on motion before the AAVLD House of Delegates to amend the bylaws to create two new
membership classes — Pat Halbur reported that the HOD would vote on this motion on October 24 and
encouraged the Membership Committee to attend.

Update on plan to provide new members with contacts/mentors — Amy Swinford reported that the plan
to provide regional representatives of the Membership Committee with contact information of new
members in their respective region has not yet been implemented. There is currently no way to
differentiate between new members and members whose memberships have lapsed and been
reactivated, and accordingly there were 228 names on the list of “new” members. This action item will
require a system of identifying truly new AAVLD members before the Membership Committee can
address ways to reach out to new members and encourage their involvement with the organization.

Action items:

1. Membership Committee will continue to work to find ways of engaging new members and
improving member retention.

2. Cat Barr is proposed to replace Amy Swinford as Co-Chair of the Membership Committee.

3. The next conference call of the Membership Committee will be scheduled to occur prior to the
next Executive Board meeting, scheduled for the first week of February 2016.
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AAVLD/NVSL Proficiency Testing Committee  October 25, 2015

Committee Date
Eileen N. Ostlund (NVSL) Richard E. Mock
Committee Chair Co-chair if applicable
Terra Jenson (representing NVSL) Tina Buffington
Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

AAVLD/NVSL Proficiency Testing Committee Mission: 1) Bring transparency to the proficiency test
(PT) process, 2) Have AAVLD input in the PT process for process improvement, 3) Guide and aid
development of new PTs to help AAVLD lab-community.

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

> Terra Jenson, Section Head, Proficiency Testing and Reagents, Diagnostic Virology Laboratory, NVSL,
Ames, IA provided an introduction of new Proficiency Test and Reagent (PTR) section within NVSL.
This section is working to streamline and give laboratories a single contact for PT questions. Terra also
described the NAHLN Proficiency Test Portal (Use of the NAHLN Portal for NVSL Proficiency Tests —
It’s not just for NAHLN anymore!). The portal serves as the online interface NVSL will be using for the
administration of proficiency testing panels. Portal features include registration of participants for the
proficiency test, reporting results, and pass/fail notifications.

» Diane Holder, FMD/CSF PT Manager NVSL-FADDL, RVSS, Plum Island reviewed Foreign Animal
Disease Proficiency Test Panel Development, Production and QC Testing.

> A meeting participant asked about Expiration Dates on Proficiency Test (PT) certificates. NVSL
considers prior PT certifications valid until the next PT is available. During the discussion NVSL
proposed making an addition to the certificates to include language stating “XXX has been certified to
perform Y testing until the next scheduled proficiency test is offered by the NVSL”.

> Attendees were queried about additional PTs that would be useful. There was a general consensus that
more PTs for agent detection would be desirable. Suggested agents and tests include: Leptospira PCR,
Mycoplasma PCR, Salmonella typhimurium identification, mastitis agent identification.

0 NVSL mentioned the difficulty in assembling PT kits for agent ID for organisms which NVSL
does not routinely test or receive samples. NVSL needs contribution of relevant materials from
other laboratories. An example was the recent equine herpesvirus PCR PT.

0 NVSL-PTR section is available to assist laboratories on the development of Ring Trials for these agents.

» An attendee questioned the Mycoplasma serology PT availability. A representative of Charles River SPAFAS-
Avian Product commented that the chickens used for the antiserum production were to be sampled within the next
week (November 1%). Completion of the Mycoplasma serology PT kits was estimated mid to late December
2015.





» Tina Buffington, Quality Manager, North Carolina Veterinary Laboratory System, North Carolina
Department of Agriculture, Raleigh, NC presented Use of proficiency tests for monitoring kit
performance. Tina provided an example of identifying a problem in a kit antigen by closely monitoring
the performance of the kit on known weak positive samples. This issue clearly demonstrates the
importance of proficiency test providers to include weak positive samples as the vast majority of
screening tests result in negative results which may not reflect slight shifts in kit performance from lot to
lot. These benchmarking samples are very important to the participants to determine current test
performance and assist with troubleshooting when needed.

Items for Review by the Executive Board (Please List):

None — other than acceptance of new co-chairs for this committee.

Action Items for the Committee (Please List):

The committee will work to facilitate creation of additional proficiency tests to serve the needs of AAVLD
laboratories.

Please provide this form to Jim Kistler, Executive Director. Also attach a copy (word) with the committee report narrative (due two weeks after
conclusion of Annual Meeting) The committee reports will be posted on the AAVLD website and available to members. If you have any questions,

please email jKistler@aavld.org.



mailto:jkistler@aavld.org
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AGENDA

PATHOLOGY COMMITTEE

Sunday, October 25, 2015

12:00-2:00PM, Room 555
1. Call to Order and Sign-in: October 25, 2015, 12:00PM; Bill Layton presiding {AWL)
2. Approval of 2014 Minutes (available on AAVLD Website): Approved
3. Reports of Standing Committees

A. Histopathology Slide Seminar- Bildfell:

Seventeen presentations. All trainees’ presentations were accepted. Time allotted for each
presentation was 5 minutes with 2 minute discussion. Several members thought that the time allotted
was too short. Recommended to allow up to 9 minute presentations informally for questions, but still
try to adhere to the 7 minute schedule. Program schedule conflicts can be addressed by delaying the
Gross Pathology session 15-30 minutes, if necessary. (AWL-After discussion with program planners,
scheduling flexibility is allowable but will need to be requested and finalized with program planners, ie

Jackie Cassarly.

A discussion followed regarding the mailing costs incurred by institutions of the seminar organizers.
Organizers of the seminar are to ask for and bill shipping costs to the slide recipients’ courier accounts
before shipment of slides. If these accounts are not available, the recipient will need to pay the AAVLD
office for the slides and shipping costs. The money will be deposited into the Pathology Committee
AAVLD account and the committee will reimburse the institution for shipping costs. A list of the names
of the slide recipients who do not have courier accounts and the shipping costs incurred should be
provided to the Pathology Committee Chairman for payment authorization.

2016 Chair is Francisco Carvallo and Co-chair is Alan Loynachan
B. Awards Committee: Uzal
ACVP/AAVLD Award Recipient

Winner:

lenny Pope, University of Tennessee; Canine Distemper: Detection of a novel genotype causing
disease in wildlife. (AWL-communicated award expectations to recipient and she agreed to

comply)

Runner-ups in selection order:





1. Linda Huang, Michigan State University; Immunophenotyping and comparison of normal
canine corneal endothelium and canine preiridal cellular membranes.

2. Tamara Veiga Parga, University of Tennessee; Spontaneous uterine tumors in Guinea pigs.

3. Camila Abreu, Federal University of Lavras, Lavras, Brazil; Pathology of black leg in cattle.

4. Elizabeth Elsmo, University of Georgia; Acute fibrinohemaorrhagic, interstitial pneumonia
and suppurative myocarditis associated with Bartonella henselae in three Florida panthers

{Puma concolor coryi)
Issues asked to be addressed by the program organizers from the committee:

e Obtain a complete list of eligible travel award candidates prior to the meeting to allow for
scheduling by judges-{ AWL-Program organizers agreed)

e Have all pathology related presentations in the Pathology Session- (AWL-Program organizers will
try but difficult due to balancing the number of presentation per discipline.)

® Advise moderators to recognize the awardee when introducing and allow for questions in order
to assist in judging of the candidate for the ACVP/AAVLD award. (AWL-Program organizers
agreed.)

o ACVP ACVP/AAVLD recipient name will be forwarded to the President —elect /program organizer
and the Past President (Chair of the Foundation Committee). (AWL forwarded 10-28-15)
Pathology Committee Chair will need to follow up with program organizers to assure that
ACVP’s awardee has submitted an abstract and is on the program by June 1.

e Pathology Committee Chair shall contact the AAVLD recipient of the ACVP/AAVLD Award and
inform of the need to present at the next ACVP meeting and to submit their abstract
beforehand. (AWL- advised the recipient 10-28-15.) The point of contact for the awardee will be
the Pathology Committee Chair or ACVP Liaison. )

C. IHC Ring Test-Thompsen
Leptospira Ring Test results were presented and discussed.
2016 Ring test will be Porcine Reproductive and Respiratory Syndrome.

Participants will be asked to submit their procedural SOP’s or at minimum, the antibody used and

retrieval method.
D. AAVLD/ACVP Liaison- Kiupel
No report. S0P will be completed.
4. Financial Report- Layton
See attached.

It was noted that 2014 Gross Pathology Mock Test food costs were not accounted for in 2015 budget.
AWL brought to the attention of John Adaska and Jackie Cassarly





5. Old Business
A. Gross Pathology Mock Exam- Uzal

o 27 attendees, excellent reviews.

e Presenters- Francisco Uzal, UC Davis and Dodd Sledge, Michigan State University.

e Consensus to continue mock exam at 2016 meeting.

e Tentative presenters far 2016- Jamie Henningson and Bruce Williams.

o Discussion regarding that the test format to be similar with future ACVP test format. Consider
one section traditional format and other new ACVP format.

B. IHC Recommended Guidelines Update- Review- Kiupel
No report
C. Progress Report of Integrated QA Program- Ad hoc Committee

No progress. The project is a large undertaking and there was reluctance in the committee to undertake
an institution wide case work-up format. Pilot cases will be presented at the 2016 Pathology Committee
meeting by Gayle Johnson, Keith Bailey and Jamie Henningson for further evaluation and discussion

D. Requirements for Personnel- Layton

Accreditation Committee Draft Personnel Requirements included the 2014 Pathology Committee
recommendations. See attached.

6. New Business
A. Election of Officers

Dave Steffen and Jamie Henningson eiected co-chairs
B. CL Davis Seminar topics

Dermatology, toxicology and cytology recommended as potential topics for 2016 C L Davis Seminar
C. Other

Maria Spinato informed members that out dated euthanasia solutions will be considered a non-
conformance in future Accreditation Reviews.





AAVLD Requirements for an Accredited Veterinary Medical Diagnostic
Laboratory Version 6.2:

Appendix 1: PERSONNEL QUALIFICATIONS Draft Revision

POSITION

MINIMUM

QUALIFICATIONS

PREFERRED
QUALIFICATIONS

LIST OF ACTUAL
QUALIFICATIONS

experience.

Director/ Chief DVM?* + 2 years veterinary | DVM* and MS or DVM*
Administrator diagnostic laboratory or and PhD with specialty
relevant work experience, | board certification; 5
and 2 years experience years veterinary
directing/supervising diagnostic laboratory or
experience relevant work experience;
and 5 years
OR directing/supervising
experience
PhD in a relevant science
related field + 5 years
veterinary diagnostic
laboratory or relevant work
experience, and 5 years
experience
directing/supervising
experience
Quality Manager BS** 4+ 2 years QA MS or PhiD in a science

related field,
+documented advanced
QA training, +QA
certification.

Pathology DVM* and MS in DVM?¥* and PhD (in
pathology pathology); Diplomate
ACVP + 5 years
OR veterinary diagnostic
DVM* with completion of laboratory or relevant
. work experience
a pathology residency
program
Clinical Pathology | DVM* and MS in DVM* and PhD (in
pathology pathology); Diplomate
ACVP + 5 years
OR veterinary diagnostic
DVM* with completion of | 200Fal0ry or relevant
. work experience
a pathology residency
program.

Pagelof4






AAVLD Requirements for an Accredited Veterinary Medical Diagnostic
Laboratory Version 6.2:

Appendix 1: PERSONNEL QUALIFICATIONS Draft Revision
POSITION MINIMUM PREFERRED LIST OF ACTUAL
QUALIFICATIONS QUALIFICATIONS QUALIFICATIONS
Toxicology DVM* and MS in DVM?* and PhD in
toxicology toxicology; Diplomate
ABVT + 5 years
OR veterinary diagnostic
laboratory experience
Relevant PhD + 2 years
veterinary diagnostic
laboratory experience
OR
DVM* and Diplomate of
ABVT
Bactericlogy DVM* and MS degree in
microbiology + 2 years D.VM* and PhD;
Virology veterinary diagnostic Diplomate ACVM + 5
laboratory experience years veterinary
diagnostic laboratory or
OR relevant work experience
PhD in a relevant science
related field + 5 years
veterinary diagnostic
laboratory or relevant work
cxperience
Serology MS or PhD degree in DVM* and MS
microbiology + 2 years
Molecnlar veterinary diagnostic OR
Diagnostics laboratory or relevant work
experience DVM* and PhD,;
Diplomate ACVM + 35
years veterinary
diagnostic laboratory or
relevant work experience
Analytical MS degree in chemistry +2 | PhD degree in chemisiry;
Chemistry years veterinary diagnostic | Board Certified (ABT) +

laboratory or relevant work

experience

5 years veterinary
diagnostic laboratory or
relevant work experience

Pape2of4
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____Publications Committee October 23, 2015
Committee Date

Kristy Pabilonia

Committee Chair Co-chair if applicable
Pam Ferro
Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

The Publications Committee serves as an advisory committee for AAVLD publications and provides input from
members on the value, context and advancement of these publications.

(this needs work — we’ll work on it)

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

- Provide input on JVDI publication and advancement of the publication
- Provide input on other AAVLD publications, including the newsletter and social media publications

Items for Review by the Executive Board (Please List):

We would like to see improved advertising in JVDI, as revenues have decreased over the past year. Jim is
going to work with SAGE on increasing advertising sales over the next year. Jim will work with Jackie on
packages deals for companies to advertise with JVDI in conjunction with the annual meeting.

Jim will provide JVDI financial statements from previous years to the Editor.

Action Items for the Committee (Please List):

Improve JVDI advertising (see above)
Fix the link to JVDI from the AAVLD website. Jim is also working on this with SAGE.
SAGE will work on a mobile site for the Instructions for Authors.

Provide input to Dr. Maxie, as requested, on hosting a symposium at the next AAVLD meeting.





AAVLD Publications Committee Meeting Minutes 2015
Providence, Rhode Island

Friday, October 23, 2015
8:00 am —10:00 am
Rhode Island Convention Center, Room 552B

I. Welcome and Introductions

Committee called to order by Chair, Kristy Pabilonia, at 8:00am. See attached attendance record. Eight
members in attendance.

I1. JVDI Report
Grant Maxie, Editor, provided a report on JVDI.

The Instructions to Authors were revised. Dr. Maxie and Holly Farrell worked on fine tuning editing
conventions. They also worked on getting nomenclature and naming conventions consistent with references (ex
— Pathology of Domestic Animals book).

Current statistics (included in Publisher’s Report):
- Similar volume of manuscripts are being submitted
- JVDI number of printed pages will be about the same as last year
- Current rejection rate is approximately 75%
- Impact factor increased slightly this year from 1.232 in 2013 to 1.353 in 2014
- Current (2014) ISI ranking is 38/133

Only a few review articles were published this year. Not many review articles are submitted. Dr. Maxie will be
discussing special issues with Editorial Board. Ideas will be generated and a schedule of special issues will be
created.

Finding reviewers continues to be a challenge. Dr. Maxie is working on finding ways to give reviewers more
incentive to review manuscripts (ex — a thank you in an issue annually). The reviewer database was recently
purged of people who have never conducte a review.

There is now a JVDI “In Focus” section for the newsletter featuring an interesting article from the most recent
JVDl issue. There will be promotions for upcoming JVDI review articles.

Challenges for JVDI operations include enlisting dedicated peer reviewers, decreasing advertising revenues,
increased turnaround times and lack of an annual financial statement. Finding peer reviewers is always
difficult. JVDI is now soliciting suggested reviewers from authors during manuscript submission. Currently,
JVDI is missing the back cover advertisement. SAGE will be soliciting advertisers for this spot. There are
many issues with poor grammar in manuscripts submitted from other countries. SAGE has a language service
that will be more prominently featured in the JVDI Instructions for Authors to provide a resource to submitting
authors.





Future plans for JVDI include potentially adding more members to the Editorial Board. JVDI is moving
forward on a document of expectations for Editorial Board members. Dr. Maxie is working on clarifying or
developing a mission statement for JVDI (unsure if this exists). He will continue to solicit review articles and
book reviews. Dr. Maxie is looking at changing the structure of Associate Editors. Vet Path has many more
Associate Editors who are not paid.

Dr. Maxie would like to host a seminar on publication topics such as how to submit a manuscript, how to
review a manuscript, etc. The committee was very enthusiastic about this idea and provided input. A
suggestion was made to host a symposium at the 2016 annual meeting. A recording of the symposium could be
posted on the AAVLD/JVDI websites.

I1l. SAGE Report

Shelley Andrews from SAGE provided the annual publisher’s report. Member subscriptions have declined over
the past two years. Consortium organizations have increased and developing world organizations have stayed
stable. JVDI operational cost per member is approximately $60 per year.

The committee discussed costs for printing hard copies of the journal. Many members would prefer to only
have an online copy and do not use the print copy. Advertisers may have issues with a change to online
publication.

Online usage had decreased from 2014 to 2015. SAGE is working on challenges that could be contributing to
decreased downloads. Downloads of top 10 articles have also decreased. Jim Kistler discussed some issues in
accessing JVDI from the AAVLD website — the links were broken when AAVLD updated to Member Clicks.

This has likely impacted the number of downloads. Jim has been working on this issue with SAGE.

Shelley provided other SAGE statistics for JVDI including top accessing organizations, top referring traffic
sources, geographic location of visitors and manuscript submissions received.

Marketing strategies are outlined in the report. Strategies include increasing global usage and downloads,
optimizing discoverability and visibility and using targeted media promotions.

Commercial sales numbers were discussed. Advertising for 2015 is down and SAGE will address this decline
with efforts to increase advertisers. SAGE is working on soliciting advertisers. There may be some conflict
with companies sponsoring the AAVLD annual meeting instead of JVDI. The committee discussed joint
advertising packages (AAVLD meeting and JVDI package).

Impact factor has remained relatively stable (up 10% from past year). Manuscript submissions have increased
2.87% (538 new manuscript submissions).

JVDI is moving forward with sponsoring an open access journal — Veterinary Research and Case Reports.
Articles rejected by JVDI but contain valuable content can be relocated to this new open access journal. SAGE
is looking for an editor for this journal. SAGE is soliciting a partnership with Vet Path on this journal. The
project is on hold until an editor is identified. The committee discussed methods for soliciting an editor —
suggestion that a call will go out through AAVLD.





IV. Social Media Report

The AAVLD Facebook page has 1200 followers. A new Facebook page was created for the annual meeting.
The main Facebook page will be posted on the AAVLD website.

Newsletter open rate is 30-35% (25% is considered good for an organization).

V. Action Items

Provide ideas for improving JVDI advertising

Fix the link to JVDI from the AAVLD website. Jim is also working on this with SAGE.
SAGE will work on a mobile site for the Instructions for Authors.

Provide input to Dr. Maxie, as requested, on hosting a symposium at the next AAVLD meeting.

Adjourned at 9:51am
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Quality Assurance Committee November 20, 2015
Committee Date

Joseph Kellum N/A
Committee Chair Co-chair if applicable

Dr. Kristy Farmer - New Chair
Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

The mission of the Quality Assurance Committee of the American Association of Veterinary Laboratory Diagnosticians
is to be the central resource for quality assurance information, communication and support within the AAVLD.

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

- To continue serving the AAVLD members who provide quality management to veterinary diagnostic labs.
- To continue to provide committee-style business as started back this year, in addition to the presentation/
informational style that it has evolved into.

- Utilize sub-committees to accomplish charges as they arise for the committee, such as the proficiency guidance
document committee this past year.

Items for Review by the Executive Board (Please List):
None.

Action Items for the Committee (Please List):

- Advisory subcommittee to assist the Chair with direction and function of the committee, including other task-based
subcommittees.

- Work with the Accreditation Committee in preparation for the 2016 Quality Assurance Symposium.
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Dr. Kristy Farmer - New Chair
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The mission of the Quality Assurance Committee of the American Association of Veterinary Laboratory Diagnosticians
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is to be the central resource for quality assurance information, communication and support within the AAVLD.
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- To continue serving the AAVLD members who provide quality management to veterinary diagnostic labs.
- To continue to provide committee-style business as started back this year, in addition to the presentation/
   informational style that it has evolved into.
- Utilize sub-committees to accomplish charges as they arise for the committee, such as the proficiency guidance 
   document committee this past year.  
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- Advisory subcommittee to assist the Chair with direction and function of the committee, including other task-based
  subcommittees.
- Work with the Accreditation Committee in preparation for the 2016 Quality Assurance Symposium.
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AAVLD Quality Assurance Committee

Friday, October 23, 2015

Room 551

1:00 = 1:05 PM .ottt e e e e e e s e e e Welcome & Review of Agenda
1:05 = 1:20 PM ettt e e et e e e e e et ee e NAHLN/NVSL Update (Torchin)
1220 = L1:35 PV ettt e e e e e e e e e e e e e AAVLD AC Update (Loiacono)
1:35—2:05 PM ... Improving Data Integrity and Reliability (Davies)
2:05-2:45PM......... Real World Nonconformances: Root Cause to Corrective Action (Alexander)
2:45 = 3100 PIM ... nees Break
3:00 = 3:30 PMuueieeeeeeeecrreeeee et Maintaining a Mature Quality System (Lukens)
3:30 = 4:00 PM uueeeiiiiieirieeeee et Client Shipping Kits and Process Solutions (Raynak)
4:00 — 4:30PM ..ccuiiiieiiee et Safety in Quality Requirements (Farmer)
4:30 — 4:4A5PM .ccuuveeeeeeieeeeeeee e Abstract: Automating Auditing Via Electronic QMS (Havens)
B:45 — 5:00 PIM ccuuiiieeee ettt ettt e e e e e seabree e e e e e e sennbaeeae e e e e eenanes Committee Business (Kellum)

e PT Guide Subcommittee Update
e NVSL PT Update
¢ New Committee Chair Announcement

BI00 PM ..ttt ettt e et e e e e s s et aaae e e e e s eenans Closing Remarks & Adjournment





American Association of Veterinary Laboratory Diagnosticians
Annual Conference - Providence, Rhode Island
Friday October 23, 2015

Quality Assurance Committee Meeting Minutes

Joseph Kellum Jr., QA Committee Chair (2013-2015) and Quality Manager / Safety Officer at
Mississippi State Veterinary Research & Diagnostic Laboratory System, opens the meeting
at 1:00 pm. Mr. Kellum welcomes the group and reviews the meeting agenda (see
attached).

The Committee membership sign up list is passed around and Mr. Kellum requests
people write legibly so their name will appear correctly on the AAVLD web site
Committee member list.

Mr. Kellum also discusses the need for members to take an active role in the QA
Committee. New people are welcome to get involved. Volunteers for sub-
committees that may be formed are encouraged.

The Committee would like to provide additional guidance information for the
AAVLD membership and proposes forming sub-committees in the future to
accomplish these goals. As has been done previously, these guidance materials will
be reviewed and approved by the Accreditation Committee.

Also, ideas for topics for future meetings or symposia are welcome.

Mr. Kellum thanks today’s speakers.

NAHLN/NVSL Update - presented by Dr. Christina Loiacono, Associate Coordinator
with the National Animal Health Laboratory Network (NAHLN) presents the
updates from the NAHLN and the National Veterinary Services Laboratory (NVSL)
* Quality is important to NAHLN; NAHLN audits laboratories and supports
training on laboratory quality
* A NAHLN Approval Committee was created in 2014 with members from
reference laboratories and NAHLN program staff and has met 4 times- this
group provides review of audit reports to ensure consistency and
transparency
* NAHLN audited 7 labs and did 1 gap analysis in the past year
* Quality Management System training held in Ames has been in progress since
2010.

o 12 trainings have been held so far, which includes a wet lab and
workshops; 475 people have been trained since it began, including
international and Plant Protection Quarantine (PPQ) attendees

o August 2015 had representatives from 45 NAHLN labs, and 21
international students from 14 countries; this training also included
three new trainers “in training”

o There will be another QMS course in 2016

* NAHLN Portal

o Provides electronic management of laboratory information including
contact information, SOP distribution, etc.

o As SOPs come due for review or revision they will be placed on the
portal

o The goal is to provide all proficiency testing through the portal
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When is Quality Most Important?

o Laboratories MUST maintain a high level of quality during an
outbreak

o The NALHN program office received a large amount of quality-related
questions during the outbreak and they answered them as best as
possible; they assisted in evaluating options to handle the outbreak
testing (including mobile labs); they worked to help labs supplement
their staff via staff from other laboratories; revised SOPs or approved
deviations as needed; they provided PT materials so staff could be
approved for testing quickly

o Questions received during the surge involved document control,
proficiency testing, training and equipment, and use of unauthorized
labs

o Ifthere are areas that need to be addressed by NAHLN (for example,
university policies, safety, etc.) bring it to NAHLN attention

2. Accreditation Committee Update - Presented by Ms. Laura Torchin, Quality Manager
at the California Animal Health and Food Safety Laboratory, University of California,

Davis

The AC has a new Chair, Dr. Tim Baszler and Vice-Chair, Ms. Barbara Martin.
Meetings of the AC during the last year have involved the review and
approval of site visit reports, laboratory responses and follow up responses
or update reports

The AC had 7 laboratory site visits in 2015 and will have 10 in 2016
Because the AC spends a lot of time discussing reports and responses the
meetings in February and July have been extended 4-5 hours to allow more
time to complete agenda items

Committee SOPs on site visits, committee management, audit pool
management and member evaluation, etc. are completed or in development
and will be placed on the AAVLD web page soon.

The AC is also developing templates for reports and laboratory responses to
increase consistency

The Accreditation Application is being revised

The AC and audit pool members will be signing a confidentiality agreement
There will be auditor training in February 2016 which will be open to anyone
Ms. Torchin requested feedback from the members regarding topics for
training in next year’s symposium and any other inquiries

3. Improving Data Integrity and Reliability - presented by Dr. Rebecca Davies,
Associate Professor and Director of Quality Central at the University of Minnesota

Pace 2 nf S

Dr. Davies discusses the potential to improve the reliability of research data
by implementing quality principles to the research laboratory

AAVLD has had a significant impact on the quality of veterinary diagnostic
laboratories
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* Examination has revealed problems with research data reliability and
repeatability which threatens sound science
* QAis not part of the basic researcher’s education; newly graduated students
have trouble getting hired partially because of their lack of quality training
* We need strategies to provide quality related education
* Dr. Davies worked with a volunteer research laboratory and implemented
some basic quality assurance and/or control processes; this project worked
well and will be expanded in the future. Lessons learned:
o Plant seeds of quality in small groups
o Putmoney into grants for quality assurance

4. Real World Nonconformances: Root Cause to Corrective Action - presented by
Trevor Alexander, Microbiologist Il Parasitology/Bacteriology and Quality Assistant
at the Washington Animal Disease Diagnostic Laboratory at Washington State
University

* Mr. Alexander discussed the real world process of a root cause analysis and
implementation of a corrective action for a failed quality check on new MIC
media

¢ All factors involved in the process must be examined for the root cause
analysis; the example shown used a simplified fishbone diagram

* Analysis of the factors resulted in the selection of items that could have
caused the problem and these were included in the corrective action, as
follows:

o Arepeat of the process same as originally performed
o A change to the sample identification procedure

o Verification of the reference standard

o Check on new lot of media

* How long should monitoring be? It should be long enough to prove your
corrective action worked. In this case since the problem appeared to have
occurred after six months, so monitoring was done for 8 months

* The root cause was determined to be a sample identification traceability
issue and monitoring revealed the correct root cause was selected as the
problem did not reoccur

5. Maintaining a Mature Quality System - presented by Patricia Lukens, Quality System
Manager at Washington Animal Disease Diagnostic Laboratory at Washington State
University

e Ms. Lukens discussed aspects of the quality system that must continue to be
maintained as laboratory quality systems mature

* SOPs must continue to be reviewed and revised as needed

* Training on the quality system must continue periodically for all staff

* Train the trainers consistently; train internal auditors to carry quality to lab
staff
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Maintain regular internal auditing; educate staff about auditing and being
audited

Consistent records, continuous improvement and compliance with
procedures and policies

Basically continue all the programs as required and do not take anything for
granted or make assumptions

6. Client Shipping Kits and Process Solutions - presented by Ms. Sarah Raynak, Office
Supervisor III, Diagnostic Center for Population and Animal Health at Michigan State
University

Their laboratory was experiencing more complaints regarding shipping of
samples than expected
Complaints are opportunities for the laboratory to educate a client on how
the laboratory can assist them

o Complaints included “where are my samples?”, “why did it take so

long?”

o Clients were reminded
The laboratory performed root cause analysis and evaluated the trends of
complaints received about shipping
They examined their shipping provider options and came up with solutions
negotiated with one provider; these solutions were custom designed for their
needs for an exact record of delivery and receipt of packages to the
laboratory
The result is a large monetary savings for the laboratory and a reduction in
complaints about shipping (that also saves staff time and therefore money)

7. Safety in Quality Requirements - presented by Dr. Kristy Farmer, Quality Manager /
Safety Officer at the Thompson-Bishop-Sparks State Diagnostic Laboratory and
current Chair of the AAVLD Safety Committee

Pace 4 nf S

Dr. Farmer discussed the meaning and importance of safety, biosafety,
biosecurity and biocontainment policies and procedures and their
relationship with the AAVLD Requirements

Safety involves protection of people from injury, danger or risk

Biosafety includes policies and processes used to prevent exposure of people
or the environment to potentially infectious agents

Biosecurity is procedures used to protect against disease or harmful
biological agents, which may include facility security

Biocontainment is containment of harmful agents in secure facilities, which
may include equipment

There are three places in the Requirements that mention these elements
AAVLD Requirements Section 5.3 Accommodation and Environmental
Conditions, which describes the requirements for safety, biosafety,
biosecurity and biocontainment in the laboratory
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* Requirements Section 5.3.5 discusses the requirement for policies and
procedures for safety, biosafety, biosecurity and biocontainment and
includes training for staff on these elements

* AAVLD Requirements Section 5.4.2.3 f) which lists safety and biocontainment
considerations required in a SOP

8. Abstract: Automating Auditing Via Electronic QMS - presented by Andrew Havens of
Q-Pulse
* Traditionally auditing has been done “manually” which has challenges
* Electronic Audit Management can provide the following elements:
o Electronic scheduling
Security - controlled access
Scope details, checklists
Document information linked
Scoring, management of findings
Report review and approval
Evaluation of trends
o iPad capabilities
¢ This module will interact with other Q-Pulse modules

O O O O O O

9. Committee Business — by Mr. Kellum

* Thank you to the speakers and comments on the value of their presentations

* Sub-Committee on PT Guide (Patricia Godwin, Lou Simudio and Trevor
Alexander) completed their guide to proficiency test providers, which will
undergo revision soon to revise some phone numbers

* Chair requests feedback on topics for future meetings and/or trainings and
also business you would like to see the Committee complete

* The next Quality Assurance Committee Chair has been selected and is Dr.
Kristy Farmer the Quality Manager and Safety Officer from the Thompson-
Bishop-Sparks State Diagnostic Laboratory. Ms. Farmer is also the
immediate past Chair of the AAVLD Safety Committee

¢ Mr. Kellum thanks the Committee for the memories and adjourns the
meeting at 4:45 pm.
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Strategic Planning 10/25/2015
Committee Date
Gary Anderson
Committee Chair Co-chair if applicable
Ampr PHAL
Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

The purpose of the Strategic Planning Commiitee is to insure progress is being made towards the goals
established in the current strategic plan.

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

1. The Strategic Planning Committee will review the strategic planning strategy / action steps matrix
annually following the Annual Meeting. The matrix will incorporate committee recommendations /
requests from the Annual Meeting,

2. The Strategic Planning Committee will make recommendations to the Executive Board regarding areas
of focus and changes to actions / strategies for the upcoming year. These recommendations will be
made by the Winter (February) Executive Board meeting,.

3. The Strategic Planning Committee will review the Strategic Plan as needed.

4. The S.P. committee recommended the Exec. Director work with Dr. Catherine Barr to prepare a general
membership survey to assess association performance, with emphasis on continuing education and
government relations.

Items for Review by the Executive Board (Please List):

1. The Strategic Planning Committee requests that the Executive Board review the Statement of Purpose
committee activity outlined above and provide directives to the committee with regard to the

committee’s charge.
2. The Strategic Planning Committee will provide recommendations to the Executive Board by the Winter

meeting with regard to areas of focus for 2016.

Action Items for the Committee (Please List):
1. Submit suggested questions for general membership survey to Executive Director.

@ Evaluate results of general membership survey.-
3. Evaluate results of strategies / actions matrix following incorporation of Annual Meeting comunittee

reports. - .
4. Secking Co-Chair for 2016 = segmerade Pri e, Y
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_ Technology Committee _11-10-2015
Committee Date
Kathy Kurth and Beate Crossley

Committee Chair Co-chair if applicable
Amy Glaser for 2017

Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

To formulate guidelines around emerging technologies

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):

The committee is focused on evaluating new technologies in order to provide continuous improvement of the
diagnostic laboratories techniques. We are committed to disseminating the information by presenting our
achievements at the annual committee meeting, organizing symposia and producing guidance documents, as
well as publications.

Items for Review by the Executive Board (Please List):

Please consider changing our meeting time to 3-5pm on Friday afternoon (currently 4-6pm). We would prefer
rearrangement of the schedule to allow incorporation of expertise from other committees as well. Preferably, the
committee should not overlap with committees such as Virology, Bacteriology, etc because technologies
discussed are used across disciplines.

We will be forwarding our newest guidance document covering Sanger sequencing and cut-off determination to
the Executive committee after incorporation of comments made during the meeting.

Action Items for the Committee (Please List):

As the outcome of this year’s committee meeting we will have 2 workgroups for the upcoming year. Our first
working group is finalizing publication efforts in a peer reviewed journal that will include our guidance package
for real-time PCR, sequence analysis and validation. Publication of our AAVLD guidelines will establish
transparency beyond our organization.

Our second work group will be establishing guidelines addressing inhibition monitoring in diagnostic samples
(i.e. internal control concepts) and developing guidance for methods to determine the absolute copy number
(sensitivity estimation).
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AAVLD/USAHA committee on the NAHLN October , 2015

Committee Date

Barb Powers Harry Snelson

Committee Chair Co-chair if applicable

_Barb Powers Harry Snelson

Nominees for upcoming chair / co-chair Nominees for upcoming chair / co-chair

Committee Statement of Purpose:

The mission of the joint AAVLD/USAHA NAHLN committee is to address issues of mutual interest regarding
the NAHLN and make recommendations to USDA and the NAHLN Coordinating Council on policies affecting
the NAHLN structure and function. The committee will help develop strategies to assist in the continued
enhancement and securing adequate funding of the NAHLN with the eventual goal of providing the coordinated
state and federal laboratory support necessary to protect animal health and assist in protecting public health and
food safety

Strategy(ies) for Committee Activity Supporting AAVLD Strategic Plan (Please List):
Monthly committee calls with minutes as needed

Coordination and communication of lobbying effort

Congressional contact via email, phone or congressional visits

Fund raising in support of the lobbying effort

Communication with NAHLN Coordinating Council and USDA

Items for Review by the Executive Board (Please List):

Continued support/ funding of lobbying effort

Action Items for the Committee (Please List):

As above





Report of the USAHA/AAVLD Committee on NAHLN
Chair: Barbara Powers, CO
Vice Chair: Harry Snelson, NC

Helen Acland, PA; John Adaska, CA; Bruce Akey, TX; Gary Anderson, KS; A. Catherine Barr, TX; Bill
Barton, ID; Tim Baszler, WA; Tammy Beckham, KS; Steven Bolin, MI; Richard Breitmeyer, CA; James
Britt, AR; Sandra Bushmich, CT; Beverly Byrum, OH; Craig Carter, KY; Estela Cornaglia, QC; Marie
Culhane, MN; Barbara Determan, IA; Edward Dubovi, NY; Francgois Elvinger, VA; Mallory Gaines, DC;
Joseph Garvin, VA; Patrick Halbur, 1A; Steven Halstead, MI; Timothy Hanosh, NM; Bob Hillman, ID;
Stephen Hooser, IN; Pamela Hullinger, CA; Marv Jahde, KS; Bill Johnson, OK; Jim Kistler, FL; Elizabeth
Lautner, IA; Randall Levings, IA; Christina Loiacono, IA; Rodger Main, IA; David Marshall, NC; Barbara
Martin, 1A; Terry McElwain, WA; Michael Mcintosh, NY; Thomas McKenna, MA; Rey Molina, TX; Igor
Morozov, KS; Thomas Mullaney, MI; Dustin Oedekoven, SD; Claudia Osorio, MD; Kristy Pabilonia, CO;
Lanny Pace, MS; Elizabeth Parker, TX; Roger Parker, TX; Amar Patil, NJ; Jewell Plumley, WV; Robert
Poppenga, CA; M. Gatz Riddell, Jr., AL; Keith Roehr, CO; Jeremiah Saliki, GA; Kathryn Simmons, DC;
Marilyn Simunich, ID; Wendy Stensland, IA; Deepanker Tewari, PA; Sarah Tomlinson, CO; David Zeman,
SD.

The Committee met on October 25, 2015 at the Rhode Island Convention Center in Providence,
Rhode Island from 12:05pm until 3pm. There were 31 members and 36 guests present.

Time-Specific Paper Title.
e Stan Bruntz — NLRAD update.
o0 Concept paper put up on APHIS web site for review last year. 30 — 40 individual comments
received concerning:
e Adding /removing diseases to the list
¢ Notification of emerging diseases
e Reporting structure
e Use of official premises ID
= How does NLRAD affect NAHLN labs?
e Formed a working group of NAHLN coordinating council and NLRAD steering
committee to discuss — charged with developing a draft implementation plan
o Intellectual property questions
0 When/how to report emerging diseases
o0 Developing a case definition
o0 confidentiality concerns
e Developing SOPs
= Goal to start regulatory implementation process by the end of the year.
0 To improve and standardize reporting, meet international reporting requirements, ensure U.S.
animal health reporting.
o Will help improve emerging and endemic disease reporting
o Disease classifications
= Notifiable — FAD, emerging, high impact diseases
= Monitored diseases
o Discussion:
= It was suggested the need for programming dollars to support further LMS IT to allow
data sharing back to the states.
= A need to ensure the state animal health official makes the final call on reportability.
¢ NAHLN Restructuring Project -- Christina Loiacono
o Coordinating council report — Outlined 3 levels of lab participation plus affiliate recognized
labs (approved by the NAHLN). Specialty labs — private labs brought on to fill a niche that the
NAHLN labs cannot meet.
= Interested labs were asked to self-assess in 2014.
= External review and updating self-assessments completed.





o}
o}
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= Conducted national needs assessment — geographic locations, species in the state,
numbers of animals by species, etc
= Coordinating council provided a recommendation for moving forward based on a
scoring system ranking each lab.
Determined that all 3 levels will receive some funding based on percent capacity provided to
the network. Example: Level 1 labs = 46% of the capacity and will receive 46% of the
funding.
Re-evaluated on an annual basis/full network reassessment every 3 years.
Implementation: Funding will be implemented in the next funding cycle depending on
whether or not funding comes through NIFA or APHIS.
Discussion: The committee expressed gratitude for the efforts of the coordinating council

o Brad Mollet — AAVLD lobbying efforts

(0]

NAHLN received an authorization in the Farm Bill but has not received an appropriation.

Has conducted ~ 80 meetings in Washington, DC in the last year

Received additional $5 million in House budget this year, not included in the Senate. So,

need to push to maintain the House funding.

Continue to push for a separate line item and eventual $30 M total funding

Goal: mandatory funding in the next Farm Bill.

Discussion:

0 produce one pager by state of the value of the lab in the individual state that shows the
value of the industry protected by the lab and the programs that need additional funding.

o0 Friends of the Lab fundraising effort to support continued lobbying.

e Al response and preparedness — Christina Loiacono

(0]

NAHLN responded well to the outbreak — 16 labs responded (12 can electronically message)
80,000 total PCRs were conducted. NAHLN Labs sent techs to assist states in need.
Estimating a new outbreak could result in 4 times that amount of testing.

30,000 PCR tests per day is the total NAHLN lab capacity needed for FMD — could we even
collect 30,000 samples/day to submit to the lab?

Working with vendors to ensure adequate reagent availability given the projections going
forward.

There has been discussion/resolution from USAHA TDP committee to allow NPIP labs be
allowed to do Al testing. AAVLD directors expressed concern regarding quality assurance
and the ability to message/IT capabilities with utilizing private NPIP labs.

Motion (Akey/Breitmeyer): NAHLN committee put forth a resolution urging USDA to require
that all regulatory testing conducted under USDA programs must maintain quality assurance
comparable to NAHLN-approval, AAVLD accreditation or ISO 17025 standards. Motion
approved by voice vote (with one abstention).

e |T update

(0]

USDA
= 20 new labs can electronic message (bringing the total to approximately 30 labs which
can message). 10 others are working to begin messaging.
= 9 different diseases can be messaged — ASF, FMD and VS were added this year.
=  Working to get the message data into EMRS.
= Working to continue to expand the number of labs and diseases that can message.
IIAD processing and usage of HL7 messages in enhanced passive surveillance — Austin
Riddell
= Field personnel collect and submit diagnostic data via mobile devices. Can be
combined with other data streams via AgConnect. lab results reported back to
practitioner and to central repository.
= |IAD is offering incentives for lab and practitioner participation and wants to expand
program

e Antimicrobial Resistance

[0}

USDA AMR update
= USDA developed a strategy to collect data on-farm in food producing animals.
=  System to monitor resistance data within NAHLN labs. Stood up a joint committee
(AAVLD, FDA, Clinical labs standards, CEAH, NAHLN, NVSL)





Need to gather info on current practices — developed and conducted a survey
submitted to VDLs.

e Diseases or bacteria (eg E coli, Staph spp, etc)

e Species tested (companion animals were in the top 5)

NAHLN Portal — Christina Loiacono
o Contact information for the VDLs
0 Hoping to streamline proficiency testing — 13 are available through the portal
0 8 APHIS PTs are available through the portal
o  Will offer training for non-NAHLN APHIS PTs.

Other topics

o USDA — Beth Harris

VS -
o fairly large outbreak
o de-listed by OIE leads to variety in state response
e 5labs currently activated and outbreak is on-going
Quality management training — 2 classes this year
IAV-S, PRV/BR, CSF surveillance testing
Exercises and Drills working group put on educational exercises this year and held its
first annual meeting
Aquaculture — first round of PT completed for 2 diseases

o Priorities for 2016

Implement NAHLN structure

codification of NAHLN

Increasing lab messaging

Finalize process for validating test methods
NLRAD implementing lab activities

AMR - finalizing data collection

Swine surveillance disease funding










Report of the USAHA/AAVLD Committee on Aquaculture
Chair: Lester Khoo, MS
Vice Chair: William Keleher, ME

Sara Ahola, CO; Peter Belinsky, RI; Deborah Brennan, MS; Stan Bruntz, CO; Sandra Bushmich, CT;
Beverly Byrum, OH; Lynn Creekmore, CO; Ria de Grassi, CA; Nancy Frank, MI; Richard French, NH;
Jerry Heidel, OR; Donald Hoenig, ME; Hui-Min Hsu, WI; John Huntley, WA; Donna Kelly, PA; Bruce King,
UT; Anne Lichtenwalner, ME; Tsang Long Lin, IN; Regg Neiger, SD; Jamie Ng, NY; Jenee Odani, Hl;
Lanny Pace, MS; Amar Patil, NJ; Kris Petrini, MN; James Roth, IA; David Scarfe, IL; Kevin Snekvik, WA;
Robert Temple, OH; Kathy Toohey-Kurth, WI; Anna Wilson, WI

The Committee met on October 25, 2015 at the Rhode Island Convention Center in Providence,
Rhode Island from [enter time]. There were 12 members and 20 guests present.

The meeting began at 12:30pm with the introduction by Lester Khoo.

Time-Specific Paper Title.
NA.

Presentations & Reports

1. Title Conserving the nature of America: An Agency introduction and role in disease/pathogen
management

Presenter:Dr. Joel Bader, United States Fish and Wildlife Service (USFWS)

Summary of presentation:

Dr. Bader gave a presentation entitled as above with the aim to provide those present a better
understanding of the USFWS. It is the federal resource agency tasked with conserving America’s wildlife.
It is housed within the Department of the Interior and has 11 different divisions including Law
Enforcement (LE), Endangered Species, Migratory Birds, Refuges, Wildlife and Sport Fish Restoration,
International Affairs, External Affairs, and Fish and Aquatic Conservation. Their National Fish Hatcheries
system includes 70 hatcheries, 9 fish health centers, 7 Fish Technology Centers and the Aquatic Animal
Drug Approval Partnership (AADAP) program. While USFWS does not have pathogen regulatory
authority, they do have several tools to achieve their mission namely, science support, scientific
leadership and expertise, partnerships (federal, states, tribes and non-governmental organizations) and in
the most severe situations, specific regulatory authority to implement rules to protect the wildlife of the
United States. He described the USFWS contributions to the National Aquatic Animal Health Plan. He
also expounded on Aquatic Nuisance Task Force and how the agency ameliorates the threat of invasive
species, the Lacey Act, how the Service lists injurious wildlife (and the use of listing injurious species
and/or non-regulatory solutions to provide protection for America’s wildlife), and the other Acts which
provides the Service its authority.

The second part of his presentation was an update on the activities of the agency including:

A. National Aquatic Animal Health Plan(NAAHP) — Memorandum of Understanding (MOU —
umbrella MOU and an export specific MOU) with the other agencies - the National Oceanic
Atmospheric Administration and the United States Department of Agriculture. This was
renewed for the next 5 years and better defines the roles of each agency in the plan (i.e.
USDA-APHIS — aquacultured animals; NOAA — wild marine animals, USFW S- wild
freshwater animals). The export specific MOU defines who has the authority to sign for the
health certificates required for exports

B. Salamander chytrid fungus (Bsal - Batrachochytrium salamandrivorans)

This pathogen is in Europe and not in the United States(US) as yet and the agency was
petitioned to prevent its entry to the US. The service is evaluating which salamander species
should be listed as injurious wildlife to prevent the risk of Bsal's introduction into the United
States, and expects to complete and publish its evaluation this Fall. This injurious wildlife
evaluation is considered a Director's priority and intend to regulated this issue through the
Lacey Act this fiscal year.

C. Amphibian chytrid fungus (Bd)

The Service received a petition in 2009 from the Defenders of Wildlife to list amphibians as
injurious wildlife unless they are certified as free of Batrachochytrium dendrobatidis which
lead to the Service publishing a Notice of Inquiry in the Federal Register on September 17,
2010, to announce a request for information on the petition. The public information period
closed on December 16, 2010. It received approximately 450 comments and has reviewed
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Conserving the Nature of America

“.. Work with others to conserve, protect and

enhance fish, wildlife and plants and their

habitats for the continuing benefit of the
American people.”
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What is the USEWS?

» The USFWS is the United States Fish and Wildlife Service
» USFWS resides in the Department of the Interior
» Science driven Natural Resource Agency

» Made up of:

Law Enforcement (LE), Endangered Species, Migratory Birds, Refuges, Wildlife and
Sport Fish Restoration, International Affairs, External Affairs, and Fish and Aquatic
Conservation (FAC=Fisheries)

» National Fish Hatcheries System within FAC
Hatcheries, Diagnostic Laboratories, AADAP
Research Centers and Natural Resource Management Offices

» The Refuge System
560+ Refuges from Maine to Alaska,
plus national marine monuments in Caribbean and Pacific
» LE ports of entry inspections at 18+ locations
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Science
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Scientific Leadership

Examples within FAC:

» 9 Fish Health Centers
Veterinary diagnostic laboratory services
National Wild Fish Health Survey and Database

» 7 Fish Technology Centers
Applied Research-based
Genetics (molecular biology)
Nutrition
Cryobiology
Culture biology

» 1 Aquatic Animal Drug Approval Partnership (AADAP)

Investigational New Animal Drugs for aquaculture and Fisheries
(INADs)

Drug efficacy testing
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Federal and Professional Partnerships

» Ports of entry inspections at 18+ locations
Staffed by USFWS LE, USDA APHIS, CBP

Wildlife Inspection Offices

Pembina, ND
Champtain, NY
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Aquatic Nuisance Species Task Force

Aquatic Nuisance Species Task Force Structure

— Aquatic Nuisance ——
Regional Panel Species Task Force Regional Panel

Federal Members: Ex Officio Members:
Western USFWS (co-chair) American Public Power Assoc.
Regional Panel NOAA (co-chair) American Water Works Assoc.
ABCL(:AE Assoc. of Fish and Wildlife Agencies
Mississippi BOR Chesapeake Bay Prc‘)gr‘am Gulf and South
: 3 Great Lakes Commission 5
River Basin Dept.of State GulfS N SEdariad e - Atlantic
Regional Panel EPA ISR HPASES BOMITESIon Regional Panel
USFS Lake Champlain Basin Program
MARAD Mississippi Interstate Coop. Res. Assoc.
NPS Nat. Assoc. of State Aquaculture Coords.
USCG Native American Fish and Wildlife Society

USDA/APHIS San Francisco Estuary Project -
USGS Smithsonian Environ. Research Center Ad-Hoc Committees

Mid-Atlantic
Regional Panel

Standing Committees Climate Change

Lionfish Control

QZAP Coordination

Communication, Prevention
Education, and Research (ANSTF and NISC Research Gaps

Qutreach combined committee)
Strategic Plan

National Public Working Groups: Working Groups: Snakehead Control
Awareness Campaigns: [Ballast Water Research] Aquatic Organisms Screening
Stop Aquatic Hitchhikers! Pathways £ dlﬁggggr//r\?égg;rc‘gers
and Risk Analysis Guidelines

Habitattitude

November 2013
Graphics by Don MacLean, USFWS
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» 16 USC 3371 - 3378

> Prohibitions

» itis unlawful to import, export, sell, acquire, or purchase fish, wildlife or plants that are
taken, possessed, transported, or sold: 1) in violation of U.S. or Indian law, or 2) in
interstate or foreign commerce involving any fish, wildlife, or plants taken possessed or
sold in violation of State or foreign law.

» False labeling, falsification of records or ID of species
» Failure to properly mark wildlife shipments

» Enforced by USFWS, NOAA NMFS, and USDA APHIS
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Lacey Act: two sections

Title 16 USC § 3371-3378: (Broad)

* Assistance to States with intercepting illegal importation
and interstate transport of wildlife species and plants taken
or possessed in violation of State, Federal, Tribal, or foreign
laws

Title 18 USC § 42: (only for Injurious Wildlife)
* Prohibits importation and interstate transport of injurious
wildlife
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Injurious wildlife
Federally listed Injurious Wildlife (50 CFR 16)

> “Wildlife” found through regulation or Congressional action to be
injurious to the interests of human beings, agriculture, horticulture, forestry,
wildlife or wildlife resources of the United States. Lacey Act 18 USC 842.

» The importation into the United States and interstate transportation
between States, the District of Columbia, the Commonwealth of Puerto
Rico, or any territory or possession of the United States of all forms of
live species, gametes, viable eggs, and hybrids thereof is prohibited,
except by permit for zoological, education, medical, or scientific
purposes (in accordance with permit regulation at 50 CFR 16.22)

» Bighead carp (Hypophthalmichthys nobilis) most recent fish listing

» Fish, Mollusks, and Crustaceans ( regulated under 16.13)
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What Can We List as Injurious?

e Wild mammals
e Wild birds

* Fishes

* Reptiles

e Amphibians

e Mollusks

e Crustaceans

NO PLANTS
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50 CFR 16

» 1993: all live Salmonids and their gametes, as well as dead whole
uneviscerated Salmonid fish, imported into the U.S. as injurious
because of pathogen risk.

» Only Salmonids deemed “healthy” are allowed except by permit.

» All live Salmonid fish and their gametes and dead, whole
uneviscerated Salmonids carcasses imports into the United States
must be inspected by an USFWS-certified Fish Pathologist, Fish
Health Inspector, or Veterinarian, and certified as disease free.
This health certificate must accompany any shipment.

» The regulations are administered and supported by USFWS HQ,
the regional Fish Health Centers, and Law Enforcement.
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Other USFWS Authorities

»Migratory Bird Treaty Act = _

»Federal Aid in Sport Fish Restoration
Act and Wildlife Restoration Act

»The National Wildlife Refuge System
Administration Act

»The Endangered Species Act

In the United States, the Convention on
International Trade in Endangered Species is a
multinational agreement CITES is implemented
through the U.S. Endangered Species Act (ESA)
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How do we protect the U.S.’s Biosecurity?

We can get progressive and find a nonregulatory
solution

OR

We can list as injurious under the Lacey Act,
OR

We can do both.
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aguatic species (pathogens) for listing are:

us.
FISH & WILDLIFE
SERVICE

Identify risk though a risk assessment analysis
History of invasiveness (invasive species)
Host species (pathogens)

Host susceptibility (pathogens)

Host range (pathogens)

Risk of establishment (invasive species /pathogen)
Pathways of introduction (pathogen)

Climate Match (invasive species /pathogen):

. Between locations where native or established
and

- Target locations (e.g., US)
Habitat Match (invasive species /pathogen)
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Agency Updates

* NAAHP MOUs

e Bsal (salamander chytrid fungus)

e Bd (amphibian chytrid fungus)

e Risk Screening

e Legislation Modernizing Injurious Wildlife

e Categorical Exclusion (CatEx) under NEPA for
the injurious wildlife listing under the Lacey Act

e Multi-species proposed rule
e Large Constrictor Snake final rule litigation

IIIIIIIIIIIIII
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Aquatic Pathogen Testing
In NAHLN Laboratories
Update

hristina M. Loiacono DVM, PhD, Dip. ACVP
NAHLN Associate Coordinator

U.S. Department of Agriculture
Animal and Plant Health Inspection Service
Veterinary Services
National Animal Health Laboratory Network
STAS
October 25, 2015
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National Animal Health Laboratory Network

* Formed in 2002
* Purpose

» Early detection
* Rapid response
» Appropriate recovery

 |s a partnership between:

— USDA (APHIS and NIFA)
— AAVLD
— NAHLN Laboratories
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Founding Principles and Features of NAHLN

« Quality standards

« Competency of laboratory personnel

« Standardized protocols and equipment

« Adequate biosafety/biosecurity

« Secure electronic communications and reporting

« Assessment of preparedness through scenario testing
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The original 12 NAHLN laboratories

Colorado State gs:i(?ssl \[Zf;’;?g’_e Cornell

Lot vices ies Narai
University AE University

University

Washington Forei

State University — A?\I;r?:glr]

Disease
Diagnostic
Laboratory

Laboratory,
North
Carolina

Arizona

Texas A&M ‘
Universit -
Y @ Federal Facility

oI I SR Florida Diagnostic
—— Laboratory
4

R State/University Facility





National Animal Health Laboratory Network
(NAHLN)

Frederck
Salisbury

Albuquergque

Approved Laboratories

£ Newcastle Disease (MND)/Avian Influenza (AI)
® *Bovine Spongiform Encephalopathy (BSE)

[ **Scrapie/Chronic Wasting Disease (CWD)
<> *(lassical Swine Fever (CSF)/Foot and Mouth Disease (FMD]

250 ,.'S\ Pearl City

.+. *Pseudorabies Virus (PRV)
‘ Influenza A Virus in Swine (IAV) *For specified agents, not all laboratories are currently
_ . @ viral hemorrhagic septicemia (VHS) participating in surveillance testing
{:} UESI;UEI’ Stﬂ_matftIS {US) @ Infectious salmon anemia (ISA) **hultiple assays conducted for this agent, refer to specific
@ African Swine Fever disease map/list for assay options..
October 16, 2015

* National Veterinary Services Laboratories
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_ UnitedStatesDepartmentofEalblBratories Approved tO COndUCt

ISAV or VHSV Surveillance Testing

% ISAApproved Lab O
L VHS Approved Lab

NVSL Lab Site October 16, 2015
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NAHLN Restructure

* New Structure
— NAHLN Coordinating Council published a concept paper in 2012
— Several major changes
« Lab designations : Level 1, Level 2, Level 3, Affiliate, Specialty
« 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 restructure

 Levell - Affiliate Labs
— Large testing capacity — Publically funded that occasionally
— Fully accredited perform NAHLN related-testing
— BSL3 facilitates
— LIMS/messaging * Private Labs
— Trainers — Specific, needed capability to perform
— Test development and validation testing
— Relationship with NAHLN lab and
AH
« Level 2 SAHO

— Written, approved plan to avoid

— Similar, but reduced capacity conflicts of interest

— Provisionally accredited

— No BSL requirements :
. « Reference Labs provide

. 2 — Oversight
eve — Training
— Surveillance testing _ SOPs

— Reference material
— Proficiency testing
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The plan

Phase 1

NAHLN Methods Technical Working Group (MTWG) will review and approve the SOPs for ISAV
and VHSYV testing. Existing NAHLN laboratories will be invited to participate in Phase 1 by
including ISA and VHS in their NAHLN testing capabilities, taking part in proficiency testing and
reporting results as indicated in the SOPs.

Phase 2

The APHIS Aquatic Animal Health Program along with NAHLN will invite other Federal and
State non-NAHLN laboratories (e.g., U.S. FWS Fish Health Laboratories) and private aquatic
animal health testing laboratories to consider applying for NAHLN approval and test for the
approved aquatic diseases using standardized requirements.

Phase 3

Aguatic animal pathogens identified in the National Aquatic Animal Health Plan and the recently
developed Commercial Aquaculture Program Standards will be considered for addition to the
NAHLN disease testing list. The NAHLN Coordinating Council will evaluate and approve these
prior to being added to the aquatic animal pathogen group within the NAHLN scope. The
NAHLN MTWG will review the associated SOPs.





USDA
Lo

United States Department of Agriculture

NAHLN Laboratory Qualification Checklist For
Membership of a Veterinary Diagnhostic Laboratory

Annual renewal

Agree to meet requirements of the NAHLN

— Quality Management

— Foreign Animal Disease (FAD) Assays and Investigations
— Sample Handling

— Communication and Reporting

— Administrative and Financial Requirements

Request any changes to disease/agent approvals

Signatures needed from State (SAHO, etc.) and Federal
representative (DD or AD)
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Currently Approved Specific request to add
testing disease programs

AI/END, BSE, CSF(pcr), FMD,
. . . PRV(gB/g1), Scrapie/CWD,
California Animal Health & Food Safety Laboratory SIV(per,VI) ISA(rt-per), VHS(rt-per)

AI/END, BSE, CSF(pcr),

Colorado State University Veterinary Diag. Laboratory .

- Fort Collins (Main) Scrapie/CWD, SIV(matrix), VSV ISA(rt & conv.pcr), VHS(rt-per)
) ) ) ) . AI/END, CSF(pcr), FMD,
Connecticut Veterinary Medical Diagnostic Laboratory SIV(pcr,seq) ISA(t & conv.pcr), VHS(rt-per)
) ) i ) i i AVEND, CSF(pcr), FMD, PRV,
Purdue University Animal Disease Diagnostic Lab Scrapie/CWD, SIV(all) VHS(rt-perivi)
Kansas State Veterinary Diagnostic Laboratory AI/END, CSF(pcr),FMD,
PRV(gB/gl), Scrapie/CWD, SIV(all) ISA(rt-pcr), VHS(rt-pcr)

AI/END, CSF(pcr), CWD(elisa),
FMD, PRV(gB/g1), Scrapie/CWD,

University of Minnesota Veterinary Diagnostic Lab SIv(all) VHS(rt-perivi)
Mississippi Veterinary Research & Diagnostic
Laboratory (Branch) New lab - NO APPROVALS VHS(rt-perfvi)
) AI/END, CSF(pcr), FMD,

New Jersey Dept of Agriculture Scrapie/CWD, SIV(matrix) VHS(rt-per/vi)

) i AI/END, CSF(pcr), FMD,
Ohio Department of Agriculture PRV(gB/g1), Scrapie/lCWD, SIV(all) VHS(rt-perivi)
Oregon State University Veterinary Diagnostic Lab AVEND, CSF(pcr), FMD, SIV(pcrivi) ISA(rt-per), VHS(rt-per/vi)

; ) ) . AI/END, CSF(pcr), FMD,
SD Animal Disease Research and Diagnostic Lab PRV(gB/g1), SIV(all) VHS(rt-perivi)

AVEND, BSE, CSF(pcr),
. CWD(elisa), FMD, PRV,
Pullman (Main) Scrapie/CWD, SIV(all) ISA(rt & conv.pcr), VHS(rt-perivi)

AIEND, BSE, CSF(pcr),
) CWD(elisa), FMD, PRY,
(Maln) Scrapie/CWD, SIV(matrix) ISA(rt & conv.pcr), VHS(rt-per/vi)

Washington Animal Disease Diagnostic Laboratory -

Wisconsin Veterinary Diagnostic Laboratory - Madison
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Progress Update
Phase 1

 NAHLN Methods Technical Working Group and other aquatic
subject matter experts reviewed and approved SOPs for ISAV and
VHSV testing.

« Existing NAHLN laboratories were invited to participate in Phase 1
by including ISA and VHS in their NAHLN testing capabilities.

* Proficiency tests have been provided
— Working with NAHLN for PT registration through the NAHLN Portal
— ldentified need for labs to hold permits for shipping VHSV virus isolation PTs.

« Data will be presented to the NAHLN Coordinating Council
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PT Results

 ISAV PT (RT- real time PCR)

— 8 labs have taken the PT
 All 8 have now successfully passed

. VHSV PT (VI)

— 8 labs have taken the PT

* 5 have successfully passed
» 3 working towards becoming PT’d

« VHSV PT (RT- real time PCR)

— 11 labs have taken the PT
» 8 have successfully passed
» 3 working towards becoming PT’d
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Progress Update
Phase 2

Pending implementation of NAHLN restructure:

« Federal and State non-NAHLN laboratories (e.g., U.S. FWS Fish
Health Laboratories)

 Private aquatic animal health testing laboratories
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Progress Update
Phase 3

* Including more aguatic pathogen assays
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The Future of Aquatic Pathogen Testing In
NAHLN Laboratories

« Expansion of membership
* Includes private labs (2016)

* Quality management training
* Including more aguatic pathogen assays
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Questions?






USDA
_ United States Department of Agriculture

Veterinary Services

Aquaculture/
Aquatic Animal Health
Program

Kathleen H. Hartman, MS, DVM, PhD
Aquaculture Program Leader
U.S. Department of Agriculture
Animal and Plant Health Inspection Service
Veterinary Services
October 25, 2015
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Program Activities Overview

(as described in FY15 Business Plan https://www.aphis.usda.gov/animal_health/downloads/vsbp/5_year business_plan_aquaculture.pdf)

« National Aquatic Animal Health Plan (NAAHP)

« Comprehensive and integrated surveillance (CIS)
« Import/Export update

* Program Projects

« Commercial Aquaculture Health Program Standards
(CAHPS)



https://www.aphis.usda.gov/animal_health/downloads/vsbp/5_year_business_plan_aquaculture.pdf
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National Aguatic Animal Health Plan

Renewal of two MOUs with USFWS and NOAA NMFS
— NAAHP commitment
— EXxport coordination

Aquatic Laboratory Network
— Phase 1 completed

Commercial Aquaculture Health Program Standards

SCS/Core One Database
— Database structure completed for aquatic animal entries
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Comprehensive and Integrated
Survelllance (CIS) - Aquaculture

« CIS plan for aguaculture completed

« Elements incorporated into CAHPS

ﬂo.org

C Su nre IIanca

)

Aquatic anima
health infarmati
system

D

Monitoring of
known pathogens

t

t

Knowledge of

hast populations

Surveillance infrastructure
and functional resources






SDA

—
o

]
United States Department of Agriculture

Import/Export Update

* Electronic certificates

— Veterinary Export Health Certificate System (VEHCS)
pilot completed

* One certificate exists for ornamental fish being exported
to Canada

« Discussions on going for complete electronic certificates
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Aquaculture Program Projects

« Multi-agency ISAV surveillance in the Pacific NW
— Sample collection completed
— All tests negative to date

« East Coast Regional Shellfish Management

« Aquaculture Ag-Econ
— Bait/sport fish survey
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COMMERCIAL AQUACULTURE
PROGRAM STANDARDS (CAHPS)
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CAHPS Concept

* Model framework for aquatic animal health
 NAAHP implementation - for aquaculture
» Science-based

* Needs-based (voluntary)

« Strengthened through State, Tribal, and Federal
collaboration

— Available to private and public aquaculture
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Domestic Aguaculture Challenges

* Global concerns
— Foreign animal disease
— Emerging animal disease
— Competition

« Movement of live animals
— Interstate
— International

 NAAHP implementation
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Aquaculture

« Aquaculture - The farming of aquatic animals with
some sort of intervention in the rearing or farming
Process
— Commercial Aquaculture - The business of

farming aquatic animals for sale or trade, with
some sort of intervention in the rearing or farming
process

 Culture and production of healthy animals for sale and trade

« Demonstrate health status of animals to minimize obstacles
for animal movement

« Get more trade for less production costs
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Principles of CAHPS

1. Aquatic animal health team

« The knowledge & skills

. - 2 Py, 4
2. Risk evaluation R W/ AN A qﬁ"'&?"%
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4. Investigation and reporting

"
S,
00#

«  The process & protocols

5. Response

«  What we do when things happen
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Aquatic Animal Health Team

* Producer/manager, veterinarians, AFS certified
professionals, laboratorians, extension agents &
other subject matter experts

* RELATIONSHIP

* Assists with Site-Specific Health Plan
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CAHPS Site Specific Health Plan

CAHPS
Site Specific Health Plan

Disease
Investigation Plan

Communication

Plan Risk Evaluation and Surveillance Plan

Management Plan

Response Plan

Disease
Health Team =21 Strategy Type

Site Map Response

Emergency

==l Record Keeping Response

Early Detection el

System Biosecurity Plan

Reporting Mol\r/lbi(iitlytand
ortality
Thresholds

Training Disease
Investigation
Triggers
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Risk Evaluation

 Risk Identification

— Species specific pathogens of concern and
nearby species

— ldentify pathways- where, how and when

* Risk Characterization
— Degree of risk
— Scope of risk
— Impact of risk- exotic vs. endemic pathogens
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Risk Management

« Risk Mitigation
— Strategies
 Early disease detection systems (EDDS)
— Training and management
— Establish site specific thresholds

 Biosecurity
— How to mitigate risks
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Survelllance

« Define purpose and surveillance boundaries
— Establish disease or pathogen status
— Establishment, compartment or zone

+ Types & Strategies

— Observational

— Pathogen specific
« OIE and/or State specific
« Detect or refute presence of pathogen
« Depends on power of diagnostic assays

— Risk based
« Systematic collection of data to detect disease or not

« Can use historical data

 Probability of pathogen introduction
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Investigation & Reporting

* Disease Investigation
— Health team sets mortality/morbidity threshold
— Determine cause(s) of mortality/morbidity

* Reporting
— OIE, national and state lists
« NLRAD

— Appropriate officials
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Response

Contingency Planning

Continuity of business

Pathogen and impact of pathogen
— Treat? Vaccinate? Depopulate?

Debrief for lessons learned
— What went wrong?
— How to fix
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CAHPS and Beyond

« Establishment (E)

— Single site with lower risk because of surveillance and
biosecurity

« Compartment (C)

— Single site with higher standard of biosecurity and even
lower risk

e Zone (4)
— Region around site with surveillance partners
— Claim disease “free” status
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Why CAHPS?

* Improve and verify health of commercially
farmed aquatic animals

« Demand from international markets and
trading partners:
— Improved aquatic animal disease detection
— Improved reporting
— Improved control infrastructure
— Improved aquatic animal health verification
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Impact of Principles

* Animals are lower risk for specific pathogens
because of surveillance and biosecurity

« We know what we know because we know It
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Potential CAHPS Benefits:
Short and Long-term

* Minimize potential for catastrophic infectious
diseases of economic significance

 Reduce hurdles for interstate movement of
live aquatic animals

* Enable international export of live aquatic
animals
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CAHPS Outreach and Communication

« Coordinated by NAA and APHIS

« Stakeholder meetings

— AA, PNFHPC, NWFHFC, AFWA, AVMA,
National Assembly, IWG-A, USTFA

* Discussion Groups

— Bait and sport fish producers, subject matter
expert calls
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Thank You. Questions?

http://www.aphis.usda.gov/animalhealth/aquaculture

VS.SPRS.Feedback@aphis.usda.gov




http://www.aphis.usda.gov/animalhealth/aquaculture

mailto:VS.SPRS.Feedback@aphis.usda.gov



Practical Approaches to Implementing
Aquaculture Biosecurity Programs
&

Meeting OIE Standards & Regulations

USAHA/AAVLD Annual Meeting; Aquaculture Committee
October 25, 2015 — Providence, RI

Overall Objective:

Outline approaches for ensuring disease prevention,
control & eradication that meet:

Complex and hard to understand International
Standards (OIE Code & Manual)

National or other regulatory requirements
- & certifying disease freedom

Biosecurity: more than good hygienic practices,

quarantine, etc.
. 20202020 @

Necessary Biosecurity End-points

Standardized, scientifically sound & practical
Encompass disease prevention, control & eradication
Promote business continuity, in particular:

Fit routine production systems

Economical, practical, efficient & effective

Producer, veterinary & government
incentives/rewards (government / industry
collaboration & cost-sharing)

Meet regulatory requirements & International Stds.

\;}






To be effective, Biosecurity
end-points should be:
Applicable to:
Any infectious & contagious disease
Any type of operation or unit (from the farm to nation)

Have practical, implementable outcomes & a
evidence-based process, that is:

Consistent with OIE Code/Manual approaches
Meets regulatory requirements

Where did the concepts
originate?
International Aquatic Veterinary

Biosecurity Consortium
(many are OIE Collaborating Centers)

ISLAND

2009 — 2012 Conferences, 9‘
penada  \Workshops & Publications

e %(égmh— ) ' UNIVERSITY
P ”Sec_ ]u’] :];l terinignshw&e;t
OWA STATE UNIVERSITY®

Ry

INTERNATIONAL

Journal of Applied Aquacuiture, 27:185-219, 2015

Taylor & Francis
Copyright © Taylor & Francis Group, LLC ok o
ISSN: 1045-4438 print/1545-0805 online

DOI: 10.1080/10454438.2015.1084164

A Standardized Approach for Meeting National
and International Aquaculture Biosecurity
Requirements for Preventing, Controlling, and
Eradicating Infectious Diseases

DUSAN PALIC', A. DAVID SCARFE?, and CHRISTOPHER 1. WALSTER®
'Faculty of Veterinary Medicine, Ludwig-Meaximilians University, Muwich, Germany
FOVA-CAP Veterinary & Consulting Services| Aquatic Veterinary Associates LLC, Bartletr,
illinois, USA
*Tbe Island Veterinary Associates, Stafford, United Kingdom






Core Principles Encompassed in
OIE Code/Manual

Farmed fish, amphibian, mollusc &
crustacean diseases

Utilizes hazard identification & risk analysis
Addresses disease prevention & control

Involves disease diagnosis, surveillance &
notification

Allows disease-free certification to expedite
trade & movement

The Primary Focus of
Biosecurity

To ensure that an epidemiological unit
is not diseased/infected ...

... and remains that way.

Prevention! ... Control! ... Eradication!

Epidemiological Units:
from a Farm to a Nation

Epidemiologic Unit—a defined population of animals,
separated to some degree from other populations, in which
infectious and contagious diseases can be transmitted

Establishment
Compartment
Zone

Region
Country






Common to all Programs

For the prevention, control & eradication of
infectious & contagious diseases

Identify disease Hazards & Risks (hazard & risk identification)
Identify Critical Control Points (for disease entry / escape)
Establish Mitigating Actions for all Critical Control Points (risk

management)

Determine Disease Status / Freedom (what's there?)
Develop Contingency Plans (what if?)

Monitor progress & Audit implementation

Certify Biosecurity Levels / Disease Freedom

o

All needs to be document in Biosecurity Plan

i

‘Questions a Farmer Formal Blosecurity ‘Documentation
Might Ask Records
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For lllustration Purposes:
An Epidemiological Unit

Located in the Midwest =

300,000 Ibs. ($1.5M) annual
production

Integrated production - sells
live fish, larvae & fillets
(interstate & international)

Imports breeding stock
Uses deep well groundwater
~500 visitors / year

50 employees

“eg, Tilapia Farm

Reduce the approach to
practical & pertinent

questions
Ask:

1. How do you reach an end-point
2. How do you document activities?

|dentify Disease Hazards &

NS

Questions a Farmer

Formal Biosecurity
Process/Step

Documentation &

Which diseases are
serious potential hazards?

Is my farm at risk?
How much risk?

1. Hazard Identification &
Prioritization

PliurllndDhnﬂI
""" List

|

2. Risk-Impact Assessment

Evaluation of I
Disease Impacts

Operational impact of disease? !






Application: Disease Hazards
& Risks

Which important diseases are present or can
potentially affect the farm (Epi-Unit)?
What might be the impacts on the farm?
Decreased production, increased costs
Negative product demand & price
Regulatory restrictions
Create prioritized list of diseases the EpiUnit is at
risk for, based on severity of potential impact

Application: Identifying Hazardous
Diseases & Risk Levels
EpiUnit (farm); site-speific; Semi-quantitative (score 1-5)
Disease Hazards Risk Level Impact Score
- et e )

Streptococcus iniae High (4) Moderate (3)  (12)
(Ubiquitous, Unregulated, High Morbidity/Mortality

ISA NEX()] Moderate (3) (©]
(Regulated, High Morbidity — but not known in Tilapia)

Low (1) High (5) (5)
(Exotic, Regulated, Lethal)

Document in Biosecurity Plan \7}

Determine & Mitigate Critical
Points where can disease can
enter or leave

Where can these hazardous 3. Critical Control Point
diseases get in? (CCP) Evaluation

|

4. Mitigation, Management &
Remediation of CCP Risks

What can be done to prevent
disease entry or escape?

Document in Biosecurity Plan






Application: Determine
~ Critical Points

Animals Fomites "
Water Vectors
Personnel Feed

Document in Biosecurity Plan

Application: Mitigating
Critical Points

9 (7
.. ConiolIFdIAGEESs Zone

What actions will rectify critical points

where disease can enter or leave?

v'Animals; v'Water; v'Personnel; v'Fomites;
v'Vectors; v'Feed

Document in Biosecurity Plan

Preparing for the Possibility:
Developing Contingency
Plans (what if ...?)

What should | do if . ;
disease gets in? \ 5. Contingency Planning } ------

Communicating / reporting disease outbreak
Isolating (quarantine) epidemiologic unit parts
Re-evaluating & correcting Critical Control Points

Implement recovery - depopulation / treatment /
vaccination (business continui

Document in Biosecurity Plan






So what is there? Veterinary
Diagnostics, Surveillance &
Monitoring

Are any of these diseases 6. Clinical Evaluation &
on the farm? Diagnostic Testing

!

How do | continue to monitor 7. Ongoing Disease }
il Monitori
9

disease Sur

Document in Biosecurity Plan

Application: Clinical & Lab
Diagnostics
Is the disease present or absent?

On-farm veterinary clinical
evaluation & sampling of

all populations

DX lab confirmation

Full epidemiological _—Y

evaluation & diagnostic i B

interpretation {/’ ;

Document in Biosecurity Plan

Application: Ongoing
Surveillance & Monitoring

Periodic disease presence / absence evaluation
Changing conditions y
Fixed time intervals

Appropriate veterinary clinical
evaluation & sampling of all
populations

DX lab confirmation

Full epidemiological | e »
evaluation & diagnostic | .
interpretation - / i, 7

Document in Biosecurity Plan






Where to find Diagnostic Services

RauaVietiied |
RouaVetiied

Aquatic and Disease
Diagnostic Laboratories

This web

professionals, aquatic animal owners, aquaculture
Industrles, governments, and the general public.

‘and welfare, public heaith and seafood safety.

to
Taboratories for registering in thesa Directories

& collaboration profect of

(O "=

www.AquagVetMed.info

| =" Fish Healtt

Manual
- of Diagnostic Tests

Confirmation: Auditing &
Disease Status Certification

8. Veterinarian Auditing &
Certification

How do | get third-party recognition
of disease freedom?

Gov't Endorsed

9. Veterinary Authority (Gov't) »|  Certificate of

4 : Veterinary
Verification & Endorsement Inspection (CVI

Document in Biosecurity Plan






Application: Audit / Certify

Audits Certification
Periodic site visits to verify:  Issue certificate to validate:

v/ Processes are in place v/ Processes are in place

v/ Examine documentation . .
v Level of biosecurity

v Assist correcting

deficiencies v Disease status of
v’ Look for clinical disease operation

Document in Biosecurity Plan

IVAB Consortium
Certified Biosecurity Levels

A progressive process based on Audits

ABC Level | - Committed to developing site-specific plan;
decision — deciding disease hazards/risks

ABC Level Il - Risk analysis, CCP evaluation & mitigation
evaluation complete, diagnostics started

ABC Level Ill - CCP/risk management & contingency plan
in place; diagnostics complete

ABC Level IV — Full audit complete; disease-free/SPF

ABC Level V — Government Agency endorsement
29 Document in Biosecurity Plan E

Questions a Farmer Formal Biosecurity Documentation &
ht Ask

Which diseases are 1. Hazard Identification &
serious potential hazards? Pricritizatiol

BIOSECURITY LEVEL |

Is my farm at risk? 2. Risk-Impact Assessment
How much risk?

Operational impact of disease?

Where can these hazardous
diseases get in?
BIOSECURITY LEVEL Il

What can be done 1o prevent
disease entry or escape?

4. Mitigation, Management &
Remediation of CCP Risks

jvhat shouid | do if disease gets In?

I RITY 1]

Are any of these diseases
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Questions a Farmer Formal Biosecurity Documentation &
Might Ask Process/Steps Records

How do | continue to monitor 7. Ongoing Disease
disease ill & Monitoring

BIOSECURITY LEVEL IV l

8. Veterinarian Auditing &
Certification

How do | get third-party recognition
of disease freedom?

Gov't Endorsed
BIOSECURITY LEVELY < | 5 Veterinary Authority Govt) Certicate of
Verification & Endorsement Veterinary

ion (CVI

Workforce Training & Other
Resource Needs

Training

Licensed/accredited veterinarians

Vet Techs & paraveterinary field service personnel
Diagnostic laboratory system
Supportive recognition

Farm compliance registry & certification

Auditor credentialing
Governmental (regulatory) personnel & infrastructure

National Animal Health Laboratory Network
(NAHLN)

Training Programs

Tentative International Aquatic Veterinary
Biosecurity Consortium Initiatives

Web-based (webinars) expanding on specific
Biosecurity steps

Aquatic Veterinary Biosecurity Manual Publication

Additional symposia & workshops

11





Typical Training Workshops

3-day Training Workshops for veterinarians,
producers & gov't employees
Day 1 - theory & process
Day 2 - table-top exercises & scenario modeling
Day 3 - on-farm exercise
Competency & Implementation Certification
(tentative)
Veterinarians & trainers completing IAVBC workshops
Farms actively implementing IAVBC programs

Existing Training Materials

theCenter for
2D Food i Web-based & classroom
AT Ve
ST U Publications & manuals

Veterinary school
curriculum

Other language
translation

Discases of Animale | wiww.cfsph.iastate.edu/

US National Veterinary
Accreditation Program

Private Practitioners Performing Regulatory Functions

NVAP Aquatic
Veterinary Modules

#13 Regulations &
Certification

414 R bl AsutRishlioum,
eportable Ernrcanon
Diseases

# 15 Disease Prevention

& Biosecurity

— T S T ~— L)
36 www.aphis.usda.gov/animal_health/vet_accreditation/aast.shtml E
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Similar Programs
Elsewhere

v/ Australia/NZ & Canadian
Veterinary Accreditation

v EU- Official Veterinarians

Evaluated by [

Performance of Veterlnary
Services (PVS) Tools

Need more information?
Contact - dscarfe@ameritech.net
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the information, as well as other information we acquired. However, the Service has
prioritized completion of other injurious wildlife evaluations at this time, such as salamander
chytrid fungus, because of the goal of preventing that fungus’s entry into the United States.
Risk Screening

The Service has developed three rapid screening tools, known as Ecological Risk Screening
Summaries, Fish Risk Assessment Model, and Risk Assessment Mapping Program to help
determine which species pose a high, low, or uncertain risk of invasion. It allows the use the
most current scientific methods and databases to quickly gather and more efficiently analyze
data. The Service has already performed hundreds of ecological risk screenings on aquatic
animal species. The Service is providing the public with some of the summaries that
synthesize the results of the screenings. Some of the reports are available on our website,
which was created to serve a partnership with industry and the Association of Fish and
Wildlife Agencies relating to animals not known to be imported. An additional website is
planned, which will include summaries for species being imported.

More reports will be published as they are finalized. Many of these reports are for species
that are not yet in trade or in the wild in the United States. If importers are contemplating
using these species, these reports can provide the live-animal-industry and the public with
technical assistance as to whether the species would pose a high or low risk of invasiveness.
Thus, industry could make an informed decision to refrain from importing high-risk species.
Knowledge of both low- and high-risk species will provide industry, States, and consumers
with valuable knowledge for deciding which species are more responsible choices to acquire
and use. In addition, State natural resource and conservation agencies can use the
summaries to aid their management decisions for potentially invasive species and to work
with industry on their own agreements for risky species in their jurisdictions.

The National Aquaculture Association has expressed concern with some aspects of the
screening process. Based on those concerns, the Service has pursued and completed peer
review per OMB policies for influential science. In June 2013, the Service signed a
Memorandum of Understanding with the Pet Industry Joint Advisory Council (PIJAC) and
Association of Fish and Wildlife Agencies (AFWA) to help prevent future ecological invasions
caused by trade in live animals. It is expect that other parties to join the MOU.The MOU
focuses on aquatic, nonnative species not yet in trade in the U.S. and, therefore, should not
affect the current economic status of the trade industry. The Service will provide technical
assistance to the industry characterizing imported aquatic animals with their risk potential as
invasive species. The Service also welcomes risk assessment for particular species of
concern from partners and stakeholders. The Service is working with States, industry, and
others through the Invasive Species Committee of the Association of Fish and Wildlife
Agencies. Given numerous requests from aquacultural interests to States regarding the
potential importation of African Longfin Eel (Anguilla mossambica), this committee is currently
evaluating this species.

Legislation Modernizing Injurious Wildlife

While control and management of invasive species is vital, prevention is widely viewed as the
most cost-effective means to avoid and minimize harm. The Service views the injurious
wildlife provision of the Lacey Act is one of the strongest tools available to the Department of
the Interior to manage the risks of invasive species within the trade pathway. Previous
Congresses have introduced bills that would amend the injurious wildlife provisions of the
Lacey Act, such as S. 1153 in the Senate and H.R. 996 in the House of Representatives in
the 113th Congress. Earlier sessions of Congress have also introduced legislation, showing
the interest by Members in this issue. S. 1153 would have significantly amended the
injurious wildlife listing process, and would have given the Secretary of the Interior additional
authorities to prevent the importation of, and interstate commerce in, wildlife pathogens and
harmful parasites. In testifying about the bill at a hearing on July 16, 2014, Fish and Wildlife
Service Deputy Director Guertin indicated support for the intent and purpose of the bill.
However, Deputy Director Guertin raised concerns about provisions that would undermine
Fish and Wildlife Service's ability to implement and enforce the law’s prohibitions on
importation and interstate transport of injurious wildlife, such as a broadening of exemptions
under newly created Injurious | and Il categories for listing wildlife. Legislation may be
introduced in this session of Congress but the Service has not received any updates on the
status of an updated bill that could be introduced into this Congressional session.
Categorical Exclusion (CatEx) under National Environmental Protection Act (NEPA) for the
injurious wildlife listing under the Lacey Act:

The CatEx will allow the Service to list species more efficiently by allowing the Service to
expedite the environmental review process for proposals that typically do not require more
resource-intensive Environmnental Assessments (EAs) or Environmental Impact Statements
(EISs). Branch of Aquatic Invasive Species (BAIS) published the proposed CatEx in the





Federal Register in July 2013, reviewed and addressed the more than 5,000 public
comments, and composed a draft final notice. The Service, coordinating through the
Department, has received approval from the Council on Environmental Quality for the new
categorical exclusion under NEPA for future injurious wildlife listings. The Service will publish
a final notice in the Federal Register that the new categorical exclusion takes effect upon
publication. Target to the Federal Register is by late October.
G. Multi-species proposed rule:
BAIS has prepared a multi-species proposed rule to list 10 freshwater fish (Amur sleeper,
crucian carp, Eurasian minnow, European perch, Nile perch, Prussian carp, roach, stone
moroko, wels catfish, and zander) and 1 crayfish (yabby) as injurious species. All species
have a high climate match in parts of the United States, a history of invasiveness outside
their native ranges, and, with one exception (zander in Spiritwood Lake, North Dakota), are
not currently found in U.S. ecosystems. The Ecological Risk Screening Summaries to obtain
climate-matching and other information. This is the first rule the Service is proposing since it
has signed a Memorandum of Understanding with Pet Industry Joint Advisory Council
(PIJAC) and Association of Fish and Wildlife Agencies (AFWA) in 2013, which outlines an
agreement regarding the voluntary refrain from importation of species not yet in trade in the
United States. The draft rule, environmental assessment, and economic analysis are under
review with the Service. The USFWS anticipates being able to publish a proposed rule for
public comment and peer review by end of October 2015. Publication of a final rule is
expected in 2016.
H. Large Constrictor Snake final rule litigation:

In 2010, BAIS published a proposed rule to list nine species of large constrictor snakes as
injurious species. In 2012, four species were listed (Burmese and two other pythons, plus the
yellow anaconda). In 2014, the Service reopened the comment period on the five remaining
constrictor snakes (reticulated python, green anaconda, Beni anaconda, DeSchauensee’s
anaconda, and boa constrictor). In March, the Service published the final rule to list the
reticulated python and the three anacondas, but withdrew the proposal to list the boa. As
soon as the second final rule published, the plaintiffs, the United States Association of Reptile
Keepers (USARK), for the lawsuit against the first final rule filed an amendment to add the
four newly listed species to their challenge. On May 12, 2015, the U.S. District Court for the
District of Columbia (Judge Randolph Moss) granted USARK's motion for a preliminary
injunction finding that the plaintiffs were likely to prevail on the merits of the case that the
Service lacks authority to prohibit interstate transport of species listed as injurious wildlife
under Title 18 of the Lacey Act. Department of Justice’s decision to appeal is pending. In the
meantime, specific members of USARK may transport two species of large constrictors listed
in 2015, the reticulated python and green anaconda, across state lines in the Continental
U.S. except into Florida and Texas.

The complete text (pdf of his presentation) of this presentation is included at the end of the report.

2. Title Practical Approaches to implementing Aquaculture Biosecurity Programs and
Meeting OIE Standards and Regulations
Presenter::Dr. David Scarfe, Aquatic Veterinary Associates

Summary of presentation:

The abstract of Dr. Scarfe’s presentation is as below:

Facing progressively increasing risks and impacts of disease on aquaculture productions in
all countries, over more than a decade at numerous conferences, symposia and workshops,
a large number of individuals have discussed and debated what procedure that should be
incorporated into biosecurity programs. A key feature has been determining which
procedures will meet International Standards (i.e. processes and procedures in OIE Codes
& Manuals) and National regulations. In balancing these requirements with practical
approaches that aquaculture producers can implement, and are effective and useful for all
stakeholders around the world (from producers to governmental regulators), the following
were recognized as priorities for all biosecurity programs:

a) be practical and economic;

b) focus only on infectious and contagious diseases;





c) include procedures that address disease prevention, control and eradication in definable
epidemiological units;
d) be based on well-established, sound scientific-justifiable veterinary procedures;
e) incorporate internationally accepted standards in the OIE Code and Manual; and,
f) involve public-private partnerships and collaboration between producers, aquatic
veterinarians and paraveterinary professionals, and governmental regulators.
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In focusing on these
principles, the International
Aquatic Veterinary
Biosecurity Consortium
(IAVBC) has tested the
procedures in Figure 1 with
stakeholders at several
conferences and workshops
in Norway, South Africa,
Chile, and elsewhere, that
involve an integrated
approach for developing,
implementing, auditing and
certifying effective
aguaculture biosecurity
program. At the core of a
biosecurity program is
defining an epidemiologic unit
(EpiUnit), a well-defined
geographical population of
animals, on which all
biosecurity steps or
processes will be
implemented.

Figure 1. Integrated steps

for developing, implementing, auditing and certifying an effective biosecurity program
intended to prevent, control and possibly eradicate disease in any epidemiological unit (a
defined population of animals, separated to some degree from other populations, in which
infectious and contagious diseases can be easily transmitted — e.g. a tank/pond, farm,
state/province, zone, region or country).

The complete text (pdf of his presentation) of this presentation is included at the end of the report.

3. Title: Aquaculture/ Aquatic Animal Health Program
Presenter: Dr. Kathleen Hartman, United States Department of Agriculture — Animal and Plant
Inspection Service, Veterinary Services (USDA-APHIS-VS)

Summary of presentation:
Dr. Hartman provided the update on the activities of the USDA-APHIS-VS as well as providing those in
attendance information on the Commercial Aquatic Health Program Standards.

As part of the update, she spoke of the 5 year business plan for that is updated yearly which can be view

on the web





(https://www.aphis.usda.gov/animal_health/downloads/vsbp/5_year business_plan_aquaculture.pdf.)
The highlights of the activities included the renewal of the MOUs with USFWS and NOAA. The agency is
commitment to the NAAPH has been reinvigorated with the signing of the MOUs. The agency has
completed Phase 1 of integrating aquatics into the National Animal Health Laboratory Network (NAHLN)
and the details of which was provided by Dr. Christina Loiacono who presented after Dr. Hartman. Dr.
Hartman provided updates of the efforts of Import/Export Division who have completed the pilot of the
Veterinary Export Health Certificate System (VEHCS). This includes an almost completely electronic
certificate of export of ornamental fish to Canada and there are ongoing discussions for completely
electronic certificates. She reported that the Surveillance Collaboration Services — Core One database
structure for aquatic animal entries has been completed. Also completed is the Comprehensive and
Integrated Surveillance (CIS) plan for aquaculture and elements of plan have been incorporated into the
CAHPS. Sample collection for the multi-agency Infectious Salmon Anemia Virus surveillance in the
Pacific Northwest and all tests are negative. She also reported on the efforts of Dr. Lori Gustafson
(Center for Epidemiology and Animal Health) and Dr. Christa Speekman (Import/Export) who worked with
the East Coast Shellfish Management to try to integrate shellfish into CAHPS. She also reported on the
collaboration with University of Arkansas-Pine Bluff (UAPB) on aquaculture-agriculture economics project.
A graduate student under Dr. Carole Engle a bait/sport fish survey to determine the economic burden of
these bait/sport fish producers from 13 states for interstate commerce. The results of this will be
published in December and will be reported at Aquaculture America 2016. There are thoughts of utilizing
a similar type survey for salmon and trout producers. She then provided details on CAHPS including

a. The concept of CAHPS (i.e. that is model framework for aquatic animal health; it implements

portions of NAAPH; it is science based; it is needs based (voluntary); and is empowered and
strengthen by partnerships with State, Tribal and Federal entities).

b. These standards will assist in:

1. The culture and production of healthy animals for sale and trade;

2. Demonstrating the health status of animal to minimize obstacles for animal movement which

3. Increase trade for less production costs

C. Principles of CAHPS which are:

1. Agquatic animal health team — which has the knowledge and skills and varies in composition
depending on the needs of the individual producer; assists in the development of a site-
specific health plan which is composed of 1. Communication plan, 2. Risk evaluation and
Management plan; 3. Surveillance Plan, 4. Disease Management Plan and 5. Response plan

2. Risk evaluation

i. Identification and characterization
ii. Management — mitigation
3. Surveillance
i. Defining the purpose and surveillance boundaries — i.e. establishing disease or
pathogen status for establishment, compartment or zone
ii. Types and strategies — it is observational, pathogen specific and risk based

4. Investigation and Reporting which includes disease investigation based on the
mortality/morbidity threshold set by the aquatic animal health team and including the
reporting to appropriate authorities.

5. Response — what to do when things do not go according to plan and to close the gaps

i. Contingency planning
ii. Continuity of business
iii. Pathogen and impact of pathogen — determine if need to treat, vaccinate or
depopulate
iv. Debriefing
She also provided the reasoning behind CAHPS as well as the benefits of producers/stakeholders
implementing the standards,

The complete text (pdf of her presentation) of this presentation is included at the end of the report.

4. Title Aquatic Pathogen Testing in NAHLN Laboratories Update



https://www.aphis.usda.gov/animal_health/downloads/vsbp/5_year_business_plan_aquaculture.pdf

https://www.aphis.usda.gov/animal_health/downloads/vsbp/5_year_business_plan_aquaculture.pdf



Presenter: Dr. Christina Loiacono, United States Department of Agriculture Animal Plant Health
Inspection Service (USDA-APHIS)

Summary of presentation

Dr. Loiacono provided a brief review of the history of the National Animal Health Laboratory Network
(NAHLN), its purpose and the partnership role between USDA (APHIS & National Institute of Food and
Agriculture[NIFA]), the AAVLD, and the NAHLN laboratories. A review of the founding principles and
features of NAHLN including quality standards, personnel competency, standardized protocols and
equipment, biosafety/biosecurity considerations, security of electronic communications and reporting, and
assessment of preparedness through scenario testing were covered. Several slides were shown which
presented the state of NAHLN laboratories. The original 12 NAHLN laboratories were presented then
compared to the current expanded number of NAHLN laboratories covering swine, avian, bovine and
aquatic pathogens. Laboratories approved to test for ISAV and VHSV under the NAHLN were shown.

There was discussion of the NAHLN including a new structure covered in a 2012 concept paper put out
by the NAHLN Coordinating Council. Several major changes were proposed including lab designations
(level 1-3, affiliate, & specialty), reassessments (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). It
is anticipated that implementation will occur in 2016 with checklist process with funding adjustments to be
made in 2016 funding cycles. Under the NAHLN restructure, lab designations will have the following:

Level 1 Level 2 Level 3 Affiliate Lab Private Lab Reference
Large test capacity res(;rl?élj(; I(_:eei\;;zlcilty Sugglilr?;ce Publically funded Spesgéca’lbr;leitzded Oversight
Full)_/ Provisio_nally Occasion. perfqrm Rel. w/ NAHLN lab & Training
accredited accredited NALHN rel. testing SAHO
BSL3 facilities MY LN O[T SOP’s
requirements to avoid COl
LIMS/messaging Reference material
Trainers Proficiency testing
Testdev &
validation

Under the new structure plan, there will be three phases: 1) NAHLN Methods Technical Working Group
(MTWG) will review and approve the SOPs for ISAV and VHSYV testing. Existing NAHLN laboratories will
be invited to participate in Phase 1 by including ISA and VHS in their NAHLN testing capabilities, taking
part in proficiency testing and reporting results as indicated in the SOPs. 2) The APHIS Aquatic Animal
Health Program along with NAHLN will invite other Federal and State non-NAHLN laboratories (e.g., U.S.
FWS Fish Health Laboratories) and private aquatic animal health testing laboratories to consider applying
for NAHLN approval and test for the approved aquatic diseases using standardized requirements. 3)
Aquatic animal pathogens identified in the National Aquatic Animal Health Plan and the recently
developed Commercial Aquaculture Program Standards will be considered for addition to the NAHLN
disease testing list. The NAHLN Coordinating Council will evaluate and approve these prior to being
added to the aquatic animal pathogen group within the NAHLN scope. The NAHLN MTWG will review the
associated SOPs.

The NAHLN laboratory qualification checklist for membership of a veterinary diagnostic laboratory will
require an annual renewal along with an agreement to meet the requirements of the NAHLN including
guality management, foreign animal disease (FAD) assays and investigations, sample handling,
communication and reporting, and administrative and financial requirements. The applicant will have to
request any changes to the disease/agent approvals and obtain signatures needed from the state (SAHO,
etc.) and federal representative (DD or AD). A list of current NAHLN labs was presented along with their
specific request for aquatic pathogens (Infectious Salmon Anemia Virus[ISAV] & Viral Hemorrhagic
Septicemia Virus [VHSV]) to be added to their disease programs.

A progress update was provided on each phase. Under Phase I, NAHLN Methods Technical Working
Group and other aquatic subject matter experts reviewed and approved SOP’s for ISAV and VHSV
testing. Existing NAHLN labs were invited to participate in Phase | including ISA and VHS in their NAHLN
testing capabilities. Proficiency tests have been provided which included working with the NAHLN for PT





registration through the NAHLN portal along with identifying the need to lab to have permits for shipping
PT virus. Data will be presented to the NAHLN Coordinating Council. Results were provided from the PT
testing. 8 labs took part in ISAV PT (RT-real time PCR) with all passing successfully. 8 labs took part in
the VHSV PT (VI) with 5 successfully passing and 3 working towards becoming PT'd. 11 labs took part in
the VHSV PT (RT-real time PCR) with 8 successfully passing and 3 working towards becoming PT'd.

Under Phase Il, there is pending implementation of the NAHLN restructure including the incorporation of
Federal and state non-NAHLN labs (e.g. USFWS Fish Health Labs) and private aquatic animal health
testing laboratories. Phase Il will include more aquatic pathogen assays. The future of aquatic pathogen
testing in NAHLN labs will include the expansion of membership including private labs (2016) as well as
guality management training and more aquatic pathogen assays.

The complete text (pdf of her presentation) of this presentation is included at the end of the report.

[If you are including the full text, indicate Name and content of presentation, followed by “thecomplete
text of this presentation is included at the end of this report.” Please include a copy of the paper.]

Committee Business:

In response to the presentation on CAHP, a motion from the floor for a resolution to help in the
implementation of this program was made by Dr. David Scarfe and was seconded by Dr. Anne
Lichtenwalner. After discussion, the motion passed unanimously.

The committee also discussed the issue of which pathogens might be the added to the list of current
pathogens to be included in NAHLN testing besides Infectious Salmon Anemia and Viral Hemorrhagic
Septicemia. This included the process(s)/criteria by which these pathogens may be selected. Committee
members are encouraged to provide feedback to Drs. Loiacono or Hartman or to the chair/co-chair.

OTHER NOTES:
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RESOLUTION NUMBER: (numbered by Comm. on Resolutions)
SOURCE: COMMITTEE ON AQUACULTURE
SUBJECT MATTER: Commercial Aquaculture Health Program Standards

BACKGROUND INFORMATION:

Commercial Aquaculture Health Program Standards (CAHPS) was initiated by the
National Aquaculture Association and developed with the United States Department of
Agriculture. It sets forth a model framework for the health of commercially farmed aquatic
animals. The CAHPS recognize and build on current activities and existing guidelines for
health of aquatic animals and aim to establish uniform standards for U.S. farmed aquatic
animal health and movement. The goal of CAHPS is to provide uniform standards for
U.S. commercially farmed aquatic animal health and movement and a template for known
national aquatic animal health status. Implementation of CAHPS will provide leverage for
APHIS in trade negotiations.

The USAHA applauds the efforts of the United States Department of Agriculture, Animal
Plant and Inspection Service for working with the National Aquaculture Association to
develop Commercial Aquaculture Health Program Standards (CAHPS). We believe that
the program will be a tremendous benefit to commercial aquaculture especially with
regards to trade both nationally and internationally. The effectiveness and success of the
program requires the cooperation of not only industry but also State and Federal entities.
The USAHA would enjoin these entities including the US Fish and Wildlife Service and
the National Oceanic Atmospheric Administration to adopt/participate in these efforts.

RESOLUTION:

The USAHA encourages APHIS to ensure sufficient funds are available in the FY 18
Aquaculture Health Line to implement the CAHPS program.





		SOURCE:               COMMITTEE ON  aquaculture
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The Committee met on Saturday, October 24, 2015, at the Rhode Island Convention Center in
Providence, Rhode Island, from 8:00 a.m. to 1:00 p.m. There were 70 members and 46 guests present.
At the beginning of the meeting, the mission statement was reviewed, along with the response to the
2015 CAEM Resolution #1, Radiological Incident Response and Resource and 2015 CAEM Resolution
#2, Veterinary License Reciprocity in Emergencies. Members and guests were referred to the USAHA
website to view the responses to all of the 2014 resolutions. Fourteen presentations were heard, two of
which were panel discussions

Presentations

2014- 2015 Highly Pathogenic Avian Influenza (HPAI) Outbreak
Dr. Jon Zack — Director, Preparedness & Incident Coordination Center, USDA, APHIS, VS, SPRS

Dr. Zack gave an overview of HPAI outbreak to include response & recovery efforts, policy
updates, and ongoing preparedness. This outbreak was the largest animal health incident in U.S. history
with $950 million in emergency funding for response and preparedness for HPAI.

Veterinary Services: National Training and Exercise Program
Dr. Lee Myers, State Federal Liaison for the National Veterinary Stockpile, USDA-APHIS-VS-SPRS

Dr. Lee Myers in the United States Department of Agriculture Animal and Plant Health Inspection
Service (APHIS) Veterinary Services (VS) Surveillance, Preparedness and Response (SPRS) Unit
provided an update on the APHIS VS Emergency Preparedness and Response Training and Exercise
(T&E) Program. Progress continues to be made since the program was first proposed at the 2012 United
States Animal Health Association meeting.





Dr. Myers reviewed many of T&E events accomplished in the Federal fiscal year 2015. VS delivered
43 training events, and conducted 4 workshops and 1 drill. Additionally, VS representatives participated
in 6 exercises sponsored by external organizations.

Dr. Myers emphasized the priorities, objectives, and events contained in the USDA APHIS VS
Emergency Preparedness and Response Training/Exercise Strategy and Plan Fiscal Year 2016 — 18 (VS
TEP). The 45-member VS T&E team developed the initial draft during its annual T&E planning workshop
in April 2015, and lessons learned from the 2015 highly pathogenic avian influenza emergency response
were incorporated into the plan in September 2015. The VS TEP provides the framework and process to
build the VS-wide T&E strategy and plan in collaboration with external stakeholders and T&E subject
matter experts. The plan also provides the roadmap to enhance emergency response capabilities, and
identifies T&E priorities and objectives that support the VS emergency preparedness strategy. The plan
outlines a multi-year schedule of T&E events linked to each priority and objective, adding practical value.

The VS T&E program continues to establish itself and focus on the VS mission-critical responsibility
to prepare for and respond to foreign animal diseases/emerging disease incidents (FAD/EDI). The
program is establishing a track record of success beginning with simple, achievable events.

The VS TEP includes three overarching priorities.

1. Build the VS T&E program.
2. Train VS and external stakeholder emergency responders.
3. Exercise VS and external stakeholder emergency responder capabilities.

The following 12 VS TEP objectives are aligned accordingly with each T&E priority.

1.1. Institutionalize the VS T&E program within VS SPRS.

1.2. Solicit input for T&E planning.

1.3 Integrate One Health concepts into future training and exercise events for all VS TEP priorities.

2.1. Leverage existing training and exercise programs to raise awareness and encourage
participation.

2.2. ldentify training needs, develop training materials, and deliver training for FAD/EDI
preparedness and response.

2.3. Promote and support FAD/EDI response training provided by the VS Professional and
Development Services. For a complete list of routine emergency preparedness and response
training, visit the VS PDS website: http://www.aphis.usda.gov/animal-health/training.

2.4. Train on new and emerging animal disease Foreign Animal Disease Preparedness and
Response Plan (FAD PReP) documents.

2.5. Create a model for Incident Command System (ICS) position-specific on-the-job training to
facilitate emergency preparedness and response training for VS and external stakeholder
emergency response personnel.

3.1. Conduct discussion-based exercises to validate emergency preparedness and response plans
and capabilities.

3.2. Conduct a series of drills and functional exercises to validate specific operational procedures
and functions.

3.3. Participate and engage in trainings and exercises sponsored by or in collaboration with external
stakeholder emergency responders that support the VS T&E strategy.

3.4. Adopt a process for VS T&E improvement planning.

There are multiple events in alignment with and support of each VS TEP objective. The plan
identifies for FY 2016 a total of 9 events to build the VS T&E program; 27 events to train VS and external
stakeholder emergency responders; and 15 events to exercise VS and external stakeholder emergency
responder capabilities. All events engage both VS and external emergency response stakeholders to the
extent possible.



http://www.aphis.usda.gov/animal-health/training



Events may be specific tasks or actions, training initiatives, or discussion-based or operations-based
exercises. Working groups are formed for each event and are open to VS T&E team members, subject
matter experts, and other personnel impacted by the event. Groups meet regularly throughout the year,
primarily through virtual means, to continue progress.

VS recognizes the wisdom in developing a T&E strategy and identifying program-wide T&E priorities
to assure the emergency preparedness and response mission will continue to be achieved. This process
is particularly important in light of the lessons learned from the 2015 highly pathogenic avian influenza
emergency response. Implementing the VS emergency preparedness and response strategy will enhance
capabilities in the 23 VS FAD PReP critical activities in preparation for the next high-consequence
FAD/EDI and/or pest response requiring emergency responders for multiple rotations. The complete VS
TEP is available for download from the APHIS VS website.

HPAI Response Panel Discussion — Lessons Learned

1. Mr. Mike Starkey — Emergency Planning and Response Director, Minnesota Department of
Agriculture

2. Mr. Mark Shearer — lowa Department of Public Defense, lowa Homeland Security Emergency
Management Division

3. Dr. Linda Glaser — Program Director, Minnesota Board of Animal Health

4. Julie Helm — South Carolina NPIP Coordinator, Clemson University

5. Mr. Gary Flory — Agricultural Program Manager, Virginia Department of Environmental Quality

Minnesota H5N2 HPAO: Lessons Learned
Mr. Mike Starkey, Emergency Planning and Response Director, Minnesota Department of Agriculture

Mr. Starkey gave an overview of the lessons learned in Minnesota’s response to HPAI. The
response measures for HPAI in Minnesota lasted from March 5 to October 5, 2015 with 9 million birds
affected and an economic loss of $650,000. 98 commercial turkey flocks, 6 dangerous contact turkey
flocks, 4 commercial layer flocks, 1 pullet flock and 1 backyard flow were affected. Challenges presented
by Mr. Starkey included, payment to federal & site contractors, confidentiality issues, need for a dedicated
flock/case manager, management of water, and CO2 availability.

2015 lowa High Path Avian Influenza Response
Mr. Mark Shearer, lowa Department of Homeland Security and Emergency Management
e Snapshot of HPAI geographic dispersion, case numbers and response characteristics
Review operational challenges and successes
Industry inputs to protect non-affected operations
Carcass disposal and landfill issues
Use of incinerators
Repopulation and return to operations

Continuity of Business in the HPAI 2015 Outbreak: Permitting
Dr. Linda Glaser, Program Director, Minnesota Board of Animal Health

Once Control Areas were established in the poultry dense area of Minnesota, at the end of March
2015, a permitting section to the Incident Management Team was formed to address the need for
business continuity. The group quickly transitioned from a Word document and spreadsheet method to
using the EMRS2 data system for tracking and storing permit and movement data and generating
permit/movement documents.

Using EMRS2 required intensive up front data entry as Minnesota’s poultry premises locations
were not previously in the data system and did not have an alphanumeric premises identification number
assigned to the location. Once premises were entered into EMRS2 with the required business and
investigation data, the permit and movement information could be entered and permit documents readily
generated from this system.
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In planning for continuity of business in future outbreaks, consider the following:

1) Where does the permitting section fit into the ICS structure?

2) Who makes final decisions on questions of movement?

3) What do you plan to permit — what will not be permitted?

4) Where will information be stored and how will permit documents be generated and transferred to
those who need them?

National Assembly’s HPAI State Permit Working Group
Dr. Julie Helm, South Carolina NPIP Coordinator, Clemson University

The Highly Pathogenic Avian Influenza (HPAI) permitting working group was formed on April 16,
2015 at the request of the National Assembly of State Animal Health Officials. The charge of the working
group was to develop a document summarizing the recommendations for permitting interstate movement
of poultry and eggs from a HPAI Control Area, to include frequency of surveillance testing, number of
tests per premises and biosecurity procedures for movement. The recommendations were finalized on
May 20, 2015, and approved by the National Assembly.

The intention of the working group was to create a document to function as a reference for State
Animal Health Officials (SAHO) and their poultry health committees for use during a HPAI incident. This
document contains the most basic uniform permitting recommendations. The intent of the working group
was not to create new requirements that every state had to follow and was not to rewrite the secure
poultry supply plans. These recommendations do not replace or supersede existing movement
requirements of receiving States. Normal movement requirements must be met in addition to fulfilling the
recommendations below for HPAI Control Area permitted movement.

Recommendations for interstate permitted movement of poultry and eggs out of or within an HPAI
Control Area (Infected and Buffer Zones), include:

1. Delay moving live poultry (including hatching eggs) after a new Control Area is established until
such time as the Control Area testing of *commercial premises is completed.

2. States should avoid placing additional restrictions on interstate movement of poultry and poultry
products from outside of the Control Area in HPAI affected States. These recommendations do
not supersede existing state regulations or requirements.

3. Traceability information is required for the premises of origin and premises of destination (each
premises will need a Federal Premises Identification Number or EMRS will create one).

4. The flock has normal flock production parameters as described in the Secure Poultry Supply
Plans (Egg, Broiler and Turkey).

5. All movement should follow biosecurity procedures for Truck and Driver and Product Specific
Biosecurity as described in the Secure Poultry Supply Plans (Egg, Broiler and Turkey).

6. The premises of origin is not an Infected, Suspect or Contact Premises (refer to Section 5.5,
Epidemiological Investigation and Tracing in USDA’s HPAI Response Plan).

a. The Incident Commander should determine the need for an epidemiology questionnaire if
the flock has normal production parameters and negative tests.

b. Receiving State may require information from the epidemiology questionnaire prior to
granting permission to move.

7. Egg Movements:

a. Hatching eggs should follow the two day holding procedure as described in the Secure
Poultry Supply Plans (Egg, Broiler and Turkey), provided the Control Area testing of
commercial premises is completed (refer to #1), and should use the recommended
testing procedures (refer to #8).

b. Table eggs (non-hatching eggs) should follow the two day holding procedure as
described in the Secure Poultry Supply Plans (Egg, Broiler and Turkey) and the
recommended testing procedures (refer to #8).

8. Testing of poultry should consist of a minimum of two 11-bird Al negative PCR pools per house.





a. The sample size consists of one pool of 11 dead/sick birds sampled per 50 dead birds
per house.
b. Frequency of sample collection:
i. Collect all pools within 24 hours prior to movement, or
ii. Collect one set of pools within 48 hours prior to movement and the second set of
pools within 24 hours prior to movement.

The USDA-APHIS-Veterinary Services, Surveillance Preparedness and Response Services has
incorporated the working group’s recommendations into a critical response activities document entitled
“Testing Requirements for Movement from the Control Area” and included it as part of the FAD PReP
Materials and References for HPAI Response & Policy Information: 2014-2015 Outbreak.

*Commercial poultry premises defined from NPIP §146

1. Meat type chicken slaughter plant (broilers) — 200,000 or more chickens are slaughtered in an
operating week (all the broilers that feed that plant are considered commercial),

2. Table egg laying premises — 75,000 or more chickens on a premises,

3. Meat type turkey slaughter plant — 2 million or more turkeys are slaughtered in a 12-month period
(all the turkeys that feed that plant are considered commercial),

4. Commercial meat waterfowl/upland game bird slaughter plants — 50,000 or more birds are
slaughtered annually (all the birds that feed that plant are considered commercial),

5. Raise for release waterfowl/upland game bird premises (e.g. hunting purposes) — 25,000 or more
birds are raised annually on a premises, and

6. Breeder flocks that produce any of the above birds.

2015 HPAI Response - 3D Issues
Mr. Gary Flory, Agricultural Program Manager, Virginia Department of Environmental Quality

Since December 19, 2014, 223 detections of HPAI have been reported across the country
resulting in the death—either directly from the virus or in an effort to prevent the spread of the disease—
of nearly 50 million birds. The depopulation of infected flocks and the disposal of the associated poultry
carcasses created significant challenges for responders. This presentation will discuss challenges and
lessons learned from these depopulation and disposal activities.

DEPOPULATION

In recent history, diseased poultry flocks were depopulated using whole-house CO? depopulation.
In the early 2000’s fire fighting foam started being used for whole-house depopulation to improve
efficiency and address worker safety concerns. Skid-mounted and handheld foaming units had been
purchased by poultry companies and state and federal responders. However, the 2015 outbreak
highlighted both the need for additional equipment and training for foaming unit operators.





Handheld foam units used to depopulate turkeys in Minnesota in 2015. Photo by Gary Flory

While foaming proved effective for floor raised birds, the method was not appropriate for cage
layer operations. For those operations, CO? kill carts were the only available option. With an individual
capacity of about 150 birds, the depopulation of operations with greater than a million birds became a
slow and labor intensive process. Depopulation activities spanning several weeks and the resulting
biosecurity and animal welfare implications have caused many to look for alternative depopulation
methods. In response, USDA released is policy on Ventilation Shutdown on September 18, 2015.

DISPOSAL

During recent avian influenza outbreaks poultry carcasses have been disposed of with a variety of
methods:

e Burial

e Incineration

e Landfilling

e Composting
Burial

Burial in unlined trenches is the traditional method of carcass disposal which has been used for
decades. Though the method is cheap and easy to implement, concerns about groundwater
contamination have decreased its use in more urbanized environments and in areas with a shallow
groundwater table.

Incineration

Burning carcasses in open pyres drew the public’s attention during the 2001 outbreak of Foot and Mouth
Disease in the United Kingdom. In the United States, air curtain destructors and incineration units have
been more commonly used to destroy carcasses from flooding and disease eradication efforts. These
types of facilities provide more emission controls but are often costly and limited in their treatment
capacity.





An air curtain destructor being used to destroy turkey carcasses infected with low pathogenic avian
influenza in Virginia in 2002. Photo by Gary Flory
Landfilling

Disposal at regional landfills allows animal carcasses to be quickly removed from the infected
farm. Landfilling, like other off-site disposal options, require the transportation of potentially infectious
material off the farm which can generate public perception and biosecurity challenges. Preplanning and
open discussions with potential disposal facilities is required to mitigate those concerns.

Composting

Composting for disease response was first implemented during an avian influenza outbreak in chickens in
Delaware in 2004. In the fall of 2004, researchers in Virginia initiated a demonstration project to evaluate
the effectiveness of in-house composting on turkeys. Based on the result of this work, composting was
used to control outbreaks of avian influenza in West Virginia and Virginia in 2007. The success of
composting during these outbreaks resulted in composting being one of the primary carcass disposal
method during the 2015 High Pathogenic Avian Influenza outbreak. In Minnesota for example, 108 of
the 109 commercial poultry operations successfully composted their flocks.

Composting’s successes during the 2015 avian influenza outbreak can be attributed to efforts to ensure
consistency in implementing the process. SMEs from across the country traveled to each infected farm to
ensure the composting process was implemented to effectively inactivate the avian influenza virus. In
May, USDA established the USDA Composting Technical Team comprised of SMEs who meet weekly to
gather lessons learned, discuss problem sites and to develop a national composting protocol.
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Compostih'

Photo by Gary Flory

Use of APHIS Carcass Management Decision Tool and HPAI 2015
Mrs. Lori Miller, Senior Staff Officer/Environmental Engineer, USDA-APHIS-VS-STAS

During the 2007 H5N1 outbreaks in Asia, APHIS increased planning, preparedness, and exercise
activities to improve response capabilities in the US. Part of that effort involved developing carcass
management decision tools and online training modules, which have been available on the APHIS
website for several years. The tools were exercised in 2012 during a workshop in Denver. Feedback
from that workshop and input from a team of federal subject matter experts was used to revise the tools
into a Matrix, Decision Loop and Checklist (MLCh). The MLCh Tool differs from the original decision tree
in that it covers all species, not just poultry.

During the Spring 2015 HPAI response, disposal decisions in the affected states closely mirrored
the recommendations in the original decision tree, favoring onsite options over offsite options requiring
transport. The original decision tree favored in-house composting, outdoor composting, and onsite burial;
if those options were exhausted, then secure transport to landfill, rendering, or incineration was
recommended. Use of transportable technologies onsite was also explored.

The revised MLCh Tool considered all species, so it favored high-capacity disposal options such
as landfill, rendering, incineration and composting over open burning and onsite burial due to the
likelihood that mass cattle or swine mortalities would overwhelm onsite options quickly. During the 2015
HPAI response, the initial approach to compost onsite was realistic and effective; however, as the
outbreak expanded, particularly into egg layer operations, onsite composting was no longer feasible, and
the strategies shifted to offsite disposal, as would be expected for large animal response. The lessons
learned included recognition that limiting factors for onsite options included poorly suited soils for burial,
and an insufficient number of mortality composting experts to ensure proper windrow
construction. APHIS is working to expand the pool of composting experts through new training initiatives,
and to work with landfill, rendering, and other technology companies to increase our ability to manage
mass livestock mortalities.

ICS in Animal Disease Events: Lessons Learned in California — Ideas to Improve Success
Mrs. Lisa Quiroz, Senior Emergency Services Coordinator, California Department of Agriculture





Like many other State animal health entities, the California Department of Food and Agriculture
Animal Health Branch has had to overcome a steep learning curve when it comes to melding animal
disease response functions with the incident command system (ICS) — and we are still learning. After
every response, our personnel have learned from successes and challenges with embracing ICS
principles. This presentation will share ideas on implementing ICS for animal disease responses that
incorporate many lessons learned. The presentation outlines, step-by-step, a typical California disease
response activation and strategies we have implemented to help responders “stay in their lane.”

State Regional Alliances Panel

1. Mr. Jeff Turner, Director of Emergency Management, Texas Animal Health Commission

2. Dr. Greg Christy, Emergency Programs Veterinarian Manager, Florida Department of Agriculture
and Consumer Services

3. Dr. Kristen Haas, State Veterinarian and Director of Food Safety and Consumer Protection,
Vermont Agency of Agriculture , Food, and Markets

4. Mr. Mark Shearer, Multi-State Partnership Coordinator, lowa Department of Defense, lowa
Homeland Security Emergency Management Division

Southern Agriculture & Animal Disaster Response Alliance (SAADRA) Update

Mr. Jeff Turner, Director of Emergency Management, Texas Animal Health Commission

Dr. Greg Christy, Emergency Programs Veterinarian Manager, Florida Department of Agriculture and
Consumer Services

Southern Agriculture & Animal Disaster Response Alliance (SAADRA) is an interactive
collaboration of states at risk from similar natural, intentional, technological, and disease disasters
affecting agriculture and animals. Our mission is to strengthen all-hazard capabilities through partnerships
with the public, animal and agriculture industries, and every level of government. Both regional and
individual state preparedness will be enhanced through collaborative planning, mitigation, response, and
recovery efforts that help to ensure the safety and health of its citizens, food systems, agriculture
infrastructure, animals, and economy. Thirteen state participate in SAADRA - AL, AR, FL, GA, KY, LA,
MS, NC, SC,TN, TX, VA, WV. Greg Christy and Jeff Turner are the current co-chairs.

New England States Animal Agricultural Security Alliance (NESAASA) Update
Dr. Kristen Haas, State Veterinarian and Director of Food Safety and Consumer Protection, Vermont
Agency of Agriculture , Food, and Markets

Dr. Kristen Haas provided an overview, history, and current initiatives occurring with NEESASA.
Initiatives include recodification of the NESAASA Charter, strategic planning, and HPAI planning.
Limitations for moving forward is prioritizing items for consideration in a resource-constricted environment.

Multi-States Partnership for Security in Agriculture (MSP) Update
Mr. Mark Shearer, Multi-State Partnership Coordinator, lowa Department of Homeland Security and
Emergency Management

Mr. Mark Shearer provided any overview of partnership activities and networks and emphasized
the planning for a 2018 Multi-State and USDA FAD Full Scale Exercise.

AVMA Update
Dr. Cheryl Eia, Coordinator for Emergency Preparedness and Response

This presentation will provide an update on the AVMA’s Strategy Management Process and the
Advisory Panel Pilot program. The Advisory Panel Pilot program model is being tested as a way to
increase the efficiency, effectiveness and engagement in the AVMA's policy-making process by
integrating the operations of 9 councils and committees supported by the AVMA'’s Division and Animal
and Public Health within an Advisory Panel System.

Livestock Emergency Response Plans





Dr. Ken Burton, Program Director, National Agricultural Biosecurity Center, KSU
Mr. Craig Beardsley, Program Administrator, National Agricultural Biosecurity Center, KSU

The Livestock Emergency Response Plan (LERP) toolkit is part of an effort by the United States
Department of Homeland Security (DHS) to develop a seamless system of foreign or emerging animal
disease (FEAD) emergency response planning between state, tribal, territorial, and federal jurisdictions.
The LERP toolkit is designed to assist state, tribal, and territorial government entities in developing an
Emergency Operations Plan (EOP) for responding to a livestock-related emergency such as an infectious
or highly contagious foreign or emerging animal disease (FEAD) affecting poultry, exotic, and domestic
livestock. The LERP can be in the form of a stand-alone document or as an appendix or Emergency
Support Function (ESF) supporting an existing all-hazards plan. In whichever form it is applied, it will be a
critical component of a State Emergency Operations Plan (SEOP). For states that already have FEAD
plans prepared, this toolkit can be used to review existing documents for completeness and to provide a
universal format to follow when updating. The toolkit can also be utilized to frame areas for continuing
education within an agency or department. Using the toolkit to guide their efforts, a planning entity might
address individual sections of the LERP to identify areas of need for further discussion or training. In any
of these applications, this toolkit will assist planners with determining how a state will respond to all
stages of a livestock disease emergency management cycle: prevention, protection, mitigation, response,
and recovery.

The LERP toolkit has been compiled from the review of humerous existing plans, documents and
templates addressing livestock and FEAD emergency response. All formatting for the LERP template is
based on the FEMA Comprehensive Preparedness Guide 101 (CPG-101), version 2 “Developing and
Maintaining Emergency Operations Plans” and the National Response Framework, Food and Agriculture
Incident Annex. LERP integrates concepts embodied in the National Preparedness Guidelines released
in September 2007 and is aligned with the 31 Core Capabilities outlined in the first edition of the National
Preparedness Goal issued in September, 2011. The LERP toolkit consists of five (5) components: the
LERP template, LERP Supplemental Guide, LERP Participant’s Guide, LERP Facilitator's Guide, and a
PowerPoint presentation. The LERP template provides formatting, descriptions, and points to consider for
each section of a FEAD response plan. The Supplemental Guide provides additional information for
developing each section of the plan along with representative text derived from existing state FEAD
plans. The Facilitator's Guide provides useful checklists and assistance to make the facilitator’s job easier
as they lead the planning and development sessions. The participant’s guide follows the LERP template
format and contains information which will assist the participant in understanding their role in LERP
development. And finally, the PowerPoint presentation is a listing of all of the discussion questions for
each section of LERP development. The questions are to lead discussion in certain areas but do not
represent all issues that might need to be addressed. Each section can be edited as needed so that each
entity can address specific issues that are unique to their FEAD plan. The LERP toolkit is not meant to be
a “cookbook approach” to FEAD response planning. It is a tool to be used alongside the many other
FEAD response reference documents as state, local, tribal, and territorial government entities develop or
update their FEAD response plans.

The LERP toolkit is currently housed and accessible within the library of the FoodShield.org
website, the Institute for Infectious Animal Disease (IIAD) “Preparedness and Response” resource page,
and by request to K-State’s National Agricultural Biosecurity Center (NABC).

Committee Business:

One resolutions submitted by committee members were adopted through motions made,
seconded, and passed by voice vote.

Resolution #1 — National Foot-and-Mouth Disease Preparedness

The meeting was adjourned at approximately 1:05 p.m.

Addendums:
None
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The Committee met on 10/25/2015 at the Rhode Island Convention Center in Providence, Rhode
Island from 3:00 PM to 5:45 PM. There were 10 members that were present as determined by their
initials on the roster and indicated above by their names in bold. There were 34 guests present (please
see the bright yellow sheets of paper that include the roster.

2014 minutes/report were approved via motion by Bruce Akey, Second by Pat Stonger, and
unanimous vote by all members present.

Presentations & Reports

Update from the Subcommittee on Data Standards
Michael McGrath (Trace First, Ireland) and Sara Ahola
(USDA-APHIS-VS-STAS-CEAH)(CO), co-chairs
Summary of presentation — the Subcommittee on Data Standards was formed in 2012. In 2014-2015,
the plan of the subcommittee was to test the schema for data standards so that there could be
electronic transfer of health certificates; however, not a lot of testing has been completed. Currently
there is no compelling reason to revise the data standards, the data standard was written but there is
no pressure to adopt it and has yet to be widely adopted. There is a question of fit for purpose.
There is a recommendation that this Subcommittee on Data Standards does exist so we can
encourage standardized data wherever it is needed. Michael Martin supported the Data Standards
and mentioned that Data Standards are being used and used well in his system. Marianne Ash
mentioned that in IN they only approve eCVI vendors ONLY if they meet the Data Standards. The
Data Standards are fair and easy to use. Bruce Akey mentioned there’s a need for data standards
for syndromic data, reason for submission, a catalog of tests and standardized LOINC codes. All
these are pieces that are needed for pulling data in from multiple laboratory systems and getting good
epidemiological analyses. In general the Data Standards Subcommittee could do a lot of these
additional projects but others would need to be on the Subcommittee, in particular Subject Matter
Experts (SME). Recommendations: there should be an eCVI working group and some sort of
“laboratory cross-talk / lab epi data” working group within the Subcommittee for Data Standards.
Michael Martin stated that there is lack of consensus in industry for what data comes out of an ultra
high frequency electronic ear tag, so if the Traceability Committee needs help, there is consulting
availability.

Update from the National List of Reportable Animal Diseases

(NLRAD) and the National Animal Health Reporting System

(NAHRS) Reportable Diseases List
Stanley Bruntz, Science, Technology and Analysis Services (STAS) Office of STAS Interagency
Coordination (OSIC) USDA APHIS VS, Fort Collins, CO USA
Dr. Bruntz’ presentation is included as a PDF, titled “USAHA 2015 NLRAD Update Bruntz.” YES it is
okay to share and append to this report. A brief summary of his presentation is as follows: NLRAD
will help us meet international reporting obligations and required export certification; it's been
available for comments via USDA, and it should improve disease reporting in the USA. Many





comments and feedback on the NLRAD Concept Paper have been received from industry, vets,
laboratories, gov't and the international community. In general there has been broad support but a
few questions on how new diseases will be added or how the list will be edited need answers. A joint
NAHRS-NAHLN group was formed to address lab implementation issues of the NLRAD, but a lot of
activity on that has been delayed due to re-directed personnel time going to the HPAI outbreak.
Plans for 2015/2016 are to continue working to finalize recommendations for implementation,
continue to review the NLRAD, continue to develop SOPs, and we may initiate the regulatory
implementations process in late 2016 — but all of these need stakeholder input. Steve Hoosier (IN)
mentioned that toxicants could be listed and Stan Bruntz responded they are seeking toxicology
expert input and there needs to be a standard process to review toxicants included.

The Swine Health Information Center (SHIC) - An overview of how SHIC can help move the
information on diseases of swine to the right people
Paul Sundberg, Swine Health Information Center, Perry, IA, USA
Dr. Paul Sundberg is the Executive Director of the newly formed Swine Health Information Center.
The Center’s mission is to monitor swine diseases globally and domestically, to provide research
resources needed to prepare and respond to these diseases and to foster producer communication
about swine health issues to improve the health of the national herd. Previously he was the Senior
VP of Science and Technology with the National Pork Board.

Summary of presentation, also see appended to this report the PDF of his powerpoint presentation
titled, “2015 USAHA_SHIC_Sundberg” (YES OKAY TO SHARE).
SHIC formed in July 2015. Prior to the formation of SHIC, ad hoc committees of pork producers
(NPB) and swine veterinarians (AASV) were formed to address different outbreaks as they occurred.
SHIC is a separate 503C corporation. This is a swine focused effort to bring multiple parties together
to do targeted research. Example, for Seneca Valley Virus outbreak, the SHIC helped get diagnostic
assays up and running by funding VDLs via the Swine Disease Matrix Project. SHIC also funds the
Swine Health Monitoring Project (SHMP) — voluntarily shared disease data through researchers at the
University of Minnesota — is important in that the goal is to increase the health of the US Swine
Breeding Herd. SHIC also seeks input of vets in development of research and preparedness needs.
Communication efforts are also key activities.

Ag-Connect and its use in approving swine movement permits based on the criteria from the
Secure Pork Supply Plan

Keith Biggers, Ph.D.

Director of the Computing and Information Technology

Texas Center for Applied Technology,

Texas A&M Engineering Experiment Station,

The Texas A&M University System

Dr. Keith Biggers is the theme leader for Information Analysis Systems at the Institute for Infectious
Animal Diseases. He also serves as the Director of the Computing and Information Technology
Division at the Texas Center for Applied Technology, part of the Texas A&M University System. Dr.
Biggers has led the development of AgConnect™, a suite of customizable data-sharing tools
designed to enhance real-time situational awareness and decision support for endemic, emerging,
zoonotic, and/or transboundary animal diseases.

A summary of Dr. Biggers;’ presentation is as follows: AgConnect integrates data from disparate data
sources with the goal of continuity of business. Continuity of business plans are actively being
developed at the national, regional, and state levels. These plans are tailored and specific for the
disease agent, industry, and/or commodity in question. They provide a framework and set of
guidelines to help manage the movement for uninfected premises in a regulatory Control Area, and to
facilitate movement out of the Control Area during an outbreak. A summary of AgConnect work was
described. A demonstration of how AgConnect would help support the Secure Pork Supply plan was





displayed and it included maps of animal movements (traceability) and veterinary diagnostic lab
results.

(DO NOT SHARE PDF OF PPT). Marianne Ash asked if the AgConnect would incorporate a permit
generating tool. Keith Biggers answered that it was more a decision support tool and that EMRS
would be the permitting tool but there should be an opportunity to distribute the information.

Panel Discussion on Permitted movement of animals out of control areas during outbreaks:
lesssons learned, future opportunities.
Stacey Schwabenlander (MN); Greg Onstott (MO); Julie Helm (SC); and Fred Bourgeois (USDA)

A permit connects one origin to one destination for one item. A permitted movement document
can be produced to cover more than one movement.

Dr. Stacey Schwabenlander is from the Minnesota Board of Animal Health. Dr.
Schwabenlander’s presentation summary is included at the end of this report and attached as a
MS Word Document.

Dr. Jon Zack asked for the audience to really consider the impacts and the database needs of
having 1872 premises that were under control zones and 3 plants under the control zones and
permitting / approving all those movements. MN committed to EMRS because a database is
essential to permit that many movements.

Greg Onstott is from the Missouri Department of Agriculture; MO uses USA Herds and it proved
to work well during their outbreak of HPAI. They issued over 500 permits in 2 months time and
they were one of the first states to have an outbreak of HPAI in 2015. The permitting process
was labor intensive. They had a single staff member lead the permitting process and that would
likely not have been sustainable in the long haul but it certainly gave the permitting process some
continuity. They will streamline the process in the future to allow more than just one way to
receive data.

Dr. Julie Helm is from Clemson University in South Carolina. South Carolina received poultry
meat products from a processing plant and eggs as well. There were times when they didn’t
know who approved the permit and didn’'t have the test results. Dr. Helm recommends only
allowing the state vet or his/her deputized authority to approve the permitted movement. SPS
and EMRS got better the more and more it was used but sometimes the sync or timing of data
was off. It was noted that the data flow and messaging needs to be better.

Dr. Fred Bourgeois is a veterinarian with the USDA, APHIS, VS, Surveillance, Preparedness and
Response Services, National Preparedness and Incident Coordination staff living in Lake
Charles, LA. He received his DVM from Louisiana State University School of Veterinary Medicine
in 1985. Before joining the USDA, Dr. Bourgeois owned and operated a mixed veterinary practice
in southwest Louisiana from 1985 to 1990. Dr. Bourgeois’ USDA career began in 1990 with FSIS
in Palestine, Texas as a Veterinary Inspector in Charge at Calhoun Pack, a cull cow and horse
plant, then continued at Green Acres Poultry plant in Nacogdoches , Texas before he joined VS
in 1993. He served as a field veterinary medical officer for VS in LA for 15 years. While with VS
he has led the development of the premises ID system and EMRS1 and 2 and has worked in all
aspects of disease control and information management. As the National EMRS Coordinator
since 2007, Dr. Bourgeois supports the Veterinary Services and state field operations in the
development and utilization of EMRS for routine FAD and outbreak control activities along with
the EMRS IT team and the 3 EMRS Staff Specialists.

A summary of Dr. Bourgeois presentation is as follows and attached as an MS Word doucument:
The Premises, Lab Results and Permitting Information Triad.

In order to promote a better understanding of how we managed the premises and associated
information, test results and the permitting of product and live animals Dr. Bourgeois shared
some of the challenges they had the past year and where they have made improvements in the
process from a USDA and EMRS perspective. Companies and FSIS do internal tracking for food





safety purposes, and so the plants were not permitted one by one and it is low risk because it is
not live product. Dr. Jon Zack mentioned that tracking the conveyance might be a better use of
time and resources. It was different from END in CA where during END most every bird or bird
product stayed in CA. In contrast, during HPAI in 2015, there were 400 movements of poultry
products out of a plant in one day (for example).

There was discussion that permits should be focused on high risk movements like live birds and
hatching eggs. Dr. Bourgeois mentioned that EMRS tool provided a pipeline/conduit of data for
state to state movements. Continuity of Business needs to run smoothly when birds are going
from a diseased state to a disease free state. The home state has to be aware of a movement out
of a control zone and the receiving state has to approve the movement into the receiving state.
We need approval from both sides. For multiple movements, there’s a standing permit, so
movement has to be verified and requirements have to be met, but there’s no need to recreate a
permit. Recording the movements however, is maintained.

Marianne Ash mentioned that there would be a need to integrate the lab data and the permit
electronically. A question on the known/unknown status of a premise as to whether it was in a
control zone came from the audience and was answered by Dr. Bourgeois that premise status will
now be in EMRS2. In EMRS2, making changes to permits was originally not allowed once
approved. However, there was discovery of necessary adjustments to the permits due to errors in
input, attributable to the need for rapid response and just in time training. Therefore, some
changes were allowed and those changes were then applied across all permits linked to the
changed permit.

The validity of premises location and PINs is perhaps the biggest issue. Data must be accurate
or there is a delay in movements. There is a concerted commitment by industry to get the PIN
and valid premises into EMRS2. FL and SC made it clear that only premises with a valid PIN
would be allowed to move IF there was quarantine in place.

Committee Business:
These are the recommendations from the CAHSIS:
There should be an eCVI working group and some sort of “laboratory cross-talk / lab epi
data” working group within the Subcommittee for Data Standards.

The minutes/report from 2014 were approved via a motion by Bruce Akey, seconded by Pat
Stonger and unanimous committee vote.

The actions of the Subcommittee on Data Standards were approved and the above
recommendation was made for that subcommittee.

Dr. Marie Culhane has been serving as co-chair/vice-chair/chair of this committee since the 2012
meeting. She needs to be replaced by a member of the AAVLD. Kate Mueller (IA) expressed
interest. AAVLD executives or board members should appoint a new co-chair from AAVLD
membership.





Dr. Stacey Schwabenlander’s presentation:
Animal Health Surveillance and Information Systems Committee (CAHSIS) meeting
10/25/2015

HPAI Permitting in MN
-Stacey Schwabenlander, DVM, MPH, DACVPM
Minnesota Board of Animal Health

HPAI in MN Summary

-MN is the nation’s #1 turkey producing state

-9,024,632 birds were affected in 23 counties and on 108 farms
e 5,236 square miles in 10 km control zones
e 1,872 premises in control area
» 1,599 backyard poultry premises
e 264 commercial poultry premises

Looking at MN EMRS2 data entry from March 29, 2015 (start date of first EMRS2 permit) through July 28,
2015 (the day all control zones were released)

-Average of 7 FTEs needed (this does not include federal staff time or indirect state time)

-931 permits (excluding feed and product) were entered into EMRS2 and 3,074 movements were entered
against those permits.

-553 feed permits were entered and 5,587 movements were entered against these permits

Challenges

-Verifying accurate poultry locations

-Entering all poultry premises by hand into EMRS2

-Knowing which premises were in control zones

-Verification of permit conditions, testing requirements

-Confusion over which state should issue interstate permits

Solutions

-Interactive map pulling live data — used to verify control zone premises

-Determine the time test results are needed

-Dedicated email inbox and telephone lines

-Common workspace

-Streamlines permit request process

Unmet Needs

Data Analysis: Data extracted from EMRS2 doesn't always match data within the corresponding tables
within EMRS2; Limited abilities for QA/QC of data

Knowledge: Were all appropriate items permitted? Were any items missed?

Impact: Did permitting decrease disease spread? Did it contribute to disease spread?







Report of the USAHA/AAVLD Committee on Diagnostic Laboratory and Veterinary Workforce
Development
Chair: Gary Anderson, KS
Vice Chair: Valerie Ragan, MD

John Clifford, DC; Karen Conyngham, TX; S. Peder Cuneo, AZ; Ron DeHaven, IL; James England, ID;
Katherine Flynn, CA; Richard French, NH; Mallory Gaines, DC; Francis Galey, WY; Tam Garland, TX;
Michael Gilsdorf, MD; Thomas Gomez, GA; William Hartmann, MN; Kristi Henderson, IL; Pamela
Hullinger, CA; Annette Jones, CA; Elizabeth Lautner, IA; Randall Levings, IA; Gina Luke, DC; Andrew
Maccabe, DC; Bret Marsh, IN; Barbara Martin, IA; Grant Maxie, ON; Terry McElwain, WA; Eileen Ostlund,
IA; Donal O'Toole, WY; Kristy Pabilonia, CO; Lanny Pace, MS; Elizabeth Parker, TX; Jewell Plumley, WV;
Barbara Powers, CO; Valerie Ragan, VA; Willie Reed, IN; M. Gatz Riddell, Jr., AL; David Scarfe, IL; Marc
Schwabenlander, MN; Kathryn Simmons, DC; David Steffen, NE; Richard Willer, HI; William Wilson, KS;
David Zeman, SD.

The Committee met on October 24, 2015 at the Rhode Island Convention Center in Providence,
Rhode Island from 3-7 pm. There were 9 members and 12 guests present. Attendees included M.
Gilsdorf, G. Luke, E. Parker, V. Ragan, G. Riddell, D. Scarfe, M. Schwabenlander, K. Simmons, R.
Davies, J. Rudd, T. Hanosh, D. Cox, K. Cain, S. Morris, J. Johnson, T. Sturgill, J. Garvin, G. Miller, S.
Ellsworth, R. Rowland, and G. Anderson. Attendees were welcomed and general overview and
housekeeping comments were made.

There were no time-specific presentations during the session.

AVMA/NAFV/CPCVM Task Force — Update and Proposed Actions
Dr. Valerie Ragan, Director, Center for Public and Corporate Veterinary Medicine and Dr. Michael
Gilsdorf, National Association of Federal Veterinarians

Dr. Ragan provided an overview of how the veterinary profession has evolved in the US, including
species of emphasis, gender of veterinary graduates, and societal needs. She referenced the AAVMC
Foresight Report of 2007. Other surveys conducted in recent years and the CPCVM white paper also
indicate that there are expanding opportunities in federal positions for veterinarians. Recommendations:
1) the classification standard for Veterinary Medical Officers (VMOs) should be expanded, 2) the
DVM/VMD degree should qualify applicants for a broader range of positions, and in many cases should
be preferred, and 3) PhD research positions should be open to DVM/VMDs with appropriate academic
and research experience. The recommendations have been presented and discussed with USDA
leadership in multiple meetings since Sept 2014 where the exchanges have been consistently positive.

There are many global issues in which veterinarians could contribute, such as Ebola and others;
however, there is little external awareness of opportunities in the federal workforce. In addition, it is
estimated that currently there are 800 retirement eligible VMOs at the USDA (50% of workforce). The
701 series position description for federal veterinarians is too narrow in scope relative to the skills
veterinarians possess.

The need for improvement in veterinary workforce planning is significant and well documented in the
2013 National Research Council, the USDA FSIS recruitment plan and USDA Veterinary Services
projections. An expansion of opportunities for the veterinary profession is necessary for the profession to
step into the range of new areas needed by the world. It is suggested that each USDA program would
identify mentors/adjunct faculty and develop standardized clerkships available to students from all North
American veterinary colleges, as well as development of a shadowing or short-term internship for
veterinarians interested in career transition. Offering a summer veterinary public practice institute for
students from all veterinary colleges and interested veterinarians may be beneficial and effective.

Federal Workforce Initiatives — Recent GAO Report
Dr. Michael Gilsdorf, National Association of Federal Veterinarians

Dr. Gilsdorf provided highlights from the National Research Council/National Academies of Science
report that pertain to veterinary public practice, including the GAO report, workforce management issues
and emerging disease workforce, and collaborative initiative activities. Dr. Gilsdorf reiterated the need for
improved planning for workforce development mentioned above.





The GAO report had three recommendations: 1) assess the veterinarian workforce needs under
possible scenarios for an emergency response to a large-scale animal disease outbreak — number and
type of veterinarians, resources required to have a sufficient workforce respond, and training needed to
carry out their roles, 2) improve government-wide veterinarian workforce planning efforts by OPM, and 3)
evaluate whether the need for government-wide direct-hire authority for veterinarians continues to exist
and modify or terminate the authority as appropriate.

The September 2015 report on Drug Compounding for Animals determined that the FDA could
improve oversight with better information and guidance in this area. The FDA does not currently have
final guidance directing its regulatory approach on drug compounding for animals and has not
consistently document the basis for the actions it has taken to regulate such compounding in the past.

The GAO report addressed the topic of rehiring annuitants. The federal government has faced
challenges in hiring and retaining talented workers, which are exacerbated by increased retirements in
the federal workforce, and to address these challenges agencies have sought to rehire retired federal
employees. The 2010 National Defense Authorization Act (NDAA) provides authority for agencies to
grant waivers to re-employed annuitants on a temporary basis to fulfill functions critical to the mission of
the agency. The agencies reviewed made very little use of the NDAA waiver authority.

The federal government is currently losing the battle of obtaining and retaining the best and brightest
in the veterinary community. There is a collaborative working group (TMAC) that has been developed for
a more proactive, government-wide approach to address VMO workforce issues: 1) assisting current state
of the VMO workforce, 2) identifying key recruiting, hiring and retention issues, and 3) developing an
action plan to prioritize and address specific workforce issues. The NAFV, VS, FSIS, DHS, AVMA and
the VA are working together to address the VMO hiring needs by identifying gaps and resources needed
to fill them. NAFV and AVMA will take those needs to Congress and request funding. Even though OPM
recognizes the need for a viable federal veterinary workforce, they have not taken the lead in this effort
because they feel the cyber security workforce is higher priority.

Public Health Veterinarian Careers
Dr. Janet McGinn, Office of Policy and Program Development, FSIS, USDA

Dr. McGinn provided an overview of the FSIS mission of protecting consumers by ensuring that meat,
poultry and processed eggs are safe, wholesome and accurately labeled. There are approximately 1,000
public health veterinarians, 7,000 inspectors who inspect about 6,000 plants nationwide, over 9 billion
poultry, 100 million swine, and 35 million cattle carcasses and 3.5 billion pounds of processed egg
products per year. FSIS veterinarians ensure that the industry is preventing public health hazards and
decreasing foodborne hazards in the food supply. Veterinarians and their inspection staff are the first line
of defense for food security through knowledge and expertise in zoonotic diseases, microbiology, public
health, treatment protocols, testing methodologies, and critical thinking. Employment opportunities exist
and pathways via Internships, Recent-Graduate, Professional Management Fellows, FSIS Volunteer
Student, and Third-Party programs all enhance the potential of meeting the needs. One to three percent
of all new veterinary graduates are interested in public practice careers.

National Animal Health Emergency Response Corps — NAHERC
Dr. Jon Zack, Director, Preparedness and Incident Coordination Staff

Dr. Zack provided NAHERC vision, mission and history and then focused on the recent Avian
Influenza situation. Veterinarians with a valid license and animal health/veterinary technicians with a
diploma or equivalent experience are eligible to participate in NAHERC, and the program has recruited
nearly 4,200 personnel (971 VMOs and over 3,000 AHTS) in all 50 states. Under NAHERC, animal health
professionals are recruited, hired and activated as temporary Federal employees. The reasons to
volunteer for NAHERC are to: defend US agriculture, help animals in need, expand career options,
network within the veterinary community, learn emergency response procedures, and obtain professional
development training. There is significant need to expand NAHERC, which also provides increased
awareness and opportunity across the veterinary profession.

The Center for Animal Health in Appalachia — modeling and economic impact in rural areas

Dr. Jason Johnson, Executive Director (CAHA) and Medical Director, CVM, Lincoln Memorial University
Dr. Johnson provided an overview of Lincoln Memorial University’s mission for veterinary medicine in

the Appalachian region including that of CAHA, which is to improve animal and public health throughout





that region. The CAHA believed animals were important to Appalachia, veterinarians were living and
thriving with Appalachia, and those veterinarians were contributing to their communities economically,
socially and professionally. Thus, CAHA set out to determine (model) the distribution of veterinarians in
Appalachia, the animal composition and distribution trends, the impact of veterinarians on rural
communities based on a Mixed Animal Practice Model. The project was done in partnership with the
National Center for the Analysis of Healthcare Data (NCAHD).

The following points were learned from the modeling: 1) 7,178 in-state practicing veterinarians are
within the Appalachian footprint, 2) the veterinarians provide a total employment impact of approximately
8 people per practice and their practices serve as economic engines for their communities providing
nearly $2.3 billion to the Appalachian economy, 3) the practices provide 57,424 jobs to the footprint, 4) of
the 7,178 licensed veterinarians, approximately 11% are more than 60 years of age, 5) the veterinarians
care for about 13.8M small animals and 13.7M large animals with an estimated herd size worth $14.2
billion. Based upon the modeling it may appear that Appalachia is well served with veterinarians;
however, 75% of the rural counties within the footprint have an apparent veterinary shortage which
translates into an estimated economic loss of $621M and 15,256 jobs.

It is believed that the modeling done in the Appalachian region can be used to advocate for the
VMLRP, VPSG, and other initiatives. It appears that the mixed animal practice model provides
conservative estimates of what a veterinary practice would bring into any/most rural communities.
Additional information can be found in the 2015 State of Animal Health in Appalachian
Report, http://vetmed.Imunet.edu/caha/ and CAHA@Imunet.edu.

Paraprofessionals in Veterinary Diagnostics
Marc Schwabenlander, Parapathologist, College of Veterinary Medicine, University of Minnesota

Mr. Schwabenlander provided an overview of a variety of examples where paraprofessionals are
utilized in other medical fields and the benefits to both the medical practitioner and the paraprofessional,
such as paramedics, nurse practitioners, physician assistants, dental therapists, etc. Currently there are
non-veterinarians certified in veterinary medicine at the Associate’s or Bachelor’'s degree, and Veterinary
Technicians have a national examination and a professional society (National Assn of Veterinary
Technicians in America). Lab Animal Technician/Technologist certification occurs by the American Assn
of Laboratory Animal Science (AALAS), there are a few online Master’s degree options in Biomedical
Sciences with an emphasis in Veterinary Medicine and Surgery geared toward certified Veterinary
Technicians, and also a Master's degree in Veterinary Forensics for shelter medicine operations, animal
control officers, etc.

Development of a parapathologist track requires a recognized need along with funding, faculty buy-in
and appropriate workload, which becomes an opportunity for the right personnel. The parapathologist
can become a trusted professional who is an extension of the pathologist so there may be better
utilization of the pathologist, ie, may be a cost-effective way of producing high-level results in a reference
laboratory setting. One would expect that training to be effective for a wide variety of applications in
veterinary medicine ranging from high-volume production animal practices where postmortem exams are
performed routinely in the field to clinical research facilities/projects and finally in diagnostic laboratories.
Mr. Schwabenlander would be interested in hearing what other laboratories are doing in this
paraprofessional arena. His contact is schwa239@umn.edu.

NBAF Workforce Development — Kansas State University
Dr. Raymond Roberts (Bob) Rowland, Professor, Diagnostic Medicine and Pathobiology

The National Bio and Agro-Defense Facility (NBAF) is targeted for completion in 2022 and will be the
replacement for the Plum Island Animal Disease Center. The personnel/scientific resources that will be
required to fulfill the vision, mission and routine operations of the NBAF will be significant and will require
a culture change regarding stakeholder connectivity and workforce development. NBAF will be the pivot
point for many Kansas State departments/units (College of Veterinary Medicine, Biosecurity Research
Institute, K-State Veterinary Diagnostic Laboratory, etc), private companies, other universities, and many
state and federal agencies.

A major focus at K-State is to assist in preparing a workforce ready to function within NBAF, and the
first —level goal is a dual DVM/PhD program. The strategy is to introduce and engage students as early
as possible in the educational process and to selectively commit to the highest quality individuals for the
DVM/PhD program. The cost per student is estimated to be at least $250K and a timeframe of
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approximately nine years for completion. There is considerable flexibility in the program regarding where
research is done, including departments on campus, high-containment facilities (including PIADC), and
international laboratories. The focus for workforce development is laboratory expertise and project
leaders where there is understanding and unique hands-on experience in funding and coordinating high-
consequence disease research. Diversity and new approaches to development of personnel capable of
working and establishing flourishing careers in the NBAF and associated agencies and facilities across
the globe are critical targets for this educational/training effort.

BSL-3 Training/Transboundary Animal Disease Summer Program
Dr. Steve Ellsworth, Associate Director, Center of Excellence for Emerging and Zoonotic Animal Diseases

Dr. Ellsworth provided an overview of the DHS funded Center of Excellence for Emerging and
Zoonotic Animal Diseases (CEEZAD), and then highlighted the summer training program in high
containment and for veterinary students. CEEZAD has four areas of emphasis regarding high-threat
disease (foreign, emerging, zoonotic) and they are vaccines, detection, epidemiology/modeling and
education and outreach. There is a wide range of activities encompassed in CEEZAD’s education and
outreach, including web-based courses, fellowships in infectious disease and pathology, minority serving
institution support, DHS summer research for federal service academies, USDA Borlaug fellowship
program, traditional undergraduate and graduate students, career development programs, ABSL-3 lab
animal medicine residency training, and the summer program emphasized here.

The purpose of the BSL-3 Training/Transboundary Animal Disease Summer Program is to provide
BSL-3 training to graduate students (MS, PhD, CVM/post-docs) interested in research and careers in the
field of high-consequence transboundary animal diseases and to increase awareness of activities to be
conducted at the future NBAF. The program is structured with a week of hands-on BSL-3 training at the
Biosecurity Research Institute and a week where nationally and internationally recognized experts
interacted with the students, as well as in-depth visits to companies located in the Kansas City Animal
Health Corridor. The program objectives were to increase awareness of general biosecurity practices
when dealing with select agents, expose students to the BSL-3/Ag research environment/careers, expose
students to animal health industry activities, needs and opportunities, increase awareness of current
practical and scientific aspects of select transboundary emerging and zoonotic diseases, and provide
networking opportunities with peers and subject-matter experts in the field of high-containment research
and transboundary diseases of animals.

Eligibility for the program is based on US citizenship, a GPA of at least 3.4/4.0 and currently enrolled
as a full-time graduate student or post-doc at a CEEZAD-affiliated institution. The class size is limited to
10 students, applications are competitive and evaluated to an outside committee, and travel stipends may
be available. More information and application are available at www.ceezad.org.

Diagnostic Medicine Internship Program — Kansas State University
Dr. Gregg Hanzlicek, Director, Outreach and Field Investigation, K-State Veterinary Diagnostic Laboratory

Dr. Hanzlicek was not able to present due to time, but his presentation is included. The Kansas State
Veterinary Diagnostic Laboratory (KSVDL) initiated a diagnostic medicine/sciences intern program three
years ago with a goal of introducing veterinarians to the variety of disciplines involved in diagnostic
medicine and laboratory sciences so the trainees might be prepared (and accepted) into programs of
further training such as pathology or microbiology residency or graduate programs. The program is open
to any veterinarian, but the first-choice applicant is targeted to be a practicing veterinarian who has a
desire for a career change.

There is a recognized workforce need for veterinary diagnosticians throughout North America, and the
bias/experience at KSVDL is that there is tremendous need for technical personnel and diagnosticians
who can understand clinical medicine and the nuances/issues of everyday practice. Thus, the objective
of targeting former practitioners for the internship program whenever possible. Currently the challenge is
providing adequate compensation to the intern who enters the program after practicing.

AAVLD Director Qualifications — “survey”
Dr. Gary Anderson, Director/Professor, Kansas State Veterinary Diagnostic Laboratory, KSU

A survey/questionnaire was conducted among current directors of American Assn of Veterinary
Laboratory Diagnosticians (AAVLD) laboratories in an attempt to determine potential guidelines for young



http://www.ceezad.org/



professionals interested in laboratory/diagnostic medicine and possible leadership roles. Dr. Anderson
was not able to present due to time constraints, but the presentation is included.

All respondents to the survey indicated that the DVM degree should be required for the laboratory
director position, with nearly all indicating that a PhD and/or board certification should be preferred for
applicants. Considerable emphasis was placed on business experience and/or MBA and supervisory
experience/management, as well as clinical practice experience, professional pubic manager/HR,
leadership training, and a thorough understanding of quality management systems. Experience post-
DVM recommended ranged from 2-15 years with the majority of respondents preferring greater than 5
years after veterinary school and other training.

Committee Business:

The committee developed and passed the resolution entitled “The federal classification standard of the
Veterinary Medical Officer (VMO) -0701 series should be updated to reflect the expanded skills and abilities
of veterinarians”.

Addendums to the committee report:
Presentations: Ragan, Gilsdorf, McGinn, Zack, Johnson, Schwabenlander, Rowland, Ellsworth,

Hanzlicek and Anderson






Report of the USAHA/AAVLD Committee on Food and Feed Safety
Chair: Patrick McDonough, NY
Vice Chair: Craig Shultz, PA

David Ailor, DC; Chris Ashworth, AR; James Averill, MI; Deanna Baldwin, MD; Adrienne Bautista, CA;
Richard Benton, MS; Karyn Bischoff, NY; Richard Breitmeyer, CA; Deborah Brennan, MS; Dwight Bruno,
NY; Beverly Byrum, OH; Jim Collins, GA; Wendy Cuevas-Espelid, GA; Glenda Davis, AZ; Ignacio dela
Cruz, MP; Kathy Finnerty, MA; Mallory Gaines, DC; Tam Garland, TX; Robert Gerlach, AK; Chelsea
Good, MO; Laura Goodman, NY; Jerry Heidel, OR; Douglas Hepper, CA; Joseph Hill, GA; Susanne
Hinkley, NE; Christine Hoang, IL; Donald Hoenig, ME; Clyde Hoskins, SC; Danny Hughes, AR; John
Huntley, WA; Doreene Hyatt, CO; Ellen Kasari, CO; Susan Keller, ND; Joe Kendall, AB; Hailu Kinde, CA;
Jennifer Koeman, IA; T.R. Lansford, TX; Dale Lauer, MN; Elizabeth Lautner, IA; Arthur Layton, MT; Tsang
Long Lin, IN; Laurent O'Gene Lollis, FL; Bret Marsh, IN; David Marshall, NC; Katherine McNamara, VT;
David Meeker, VA; Shelley Mehlenbacher, VT; Brenda Morningstar-Shaw, IA; Nicole Neeser, MN; Gene
Niles, CO; Sandra Norman, IN; Ogi Okwumabua, WI; Kenneth Olson, IL; Stephanie Ostrowski, AL; Lanny
Pace, MS; Elizabeth Parker, TX; David Pyburn, IA; John Ragan, MD; Lisa Ramsey, VA; Renate
Reimschuessel, MD; Grant Rezabek, OK; M. Gatz Riddell, Jr., AL; Joni Scheftel, MN; David Schmitt, IA;
Kathryn Simmons, DC; Harry Snelson, NC; Stan Stromberg, OK; Larry Thompson, MO; Bob Tully, KS;
Shauna Voss, MN; Liz Wagstrom, DC; Doug Waltman, GA; Robert Wills, MS; Nora Wineland, MO.

The Committee met on October 251 2015 at the Rhode Island Convention Center in Providence,
Rhode Island from 1:30 pm until 5:30 pm. There were 23 members and 24 guests present. Dr.
McDonough welcomed the attendees and reviewed the purpose of the committee, i.e., “the purpose of
the joint USAHA/AAVLD Committee on Food and Feed Safety is to provide a national forum to discuss
current and emerging issues and information pertaining to all aspects of food and feed safety and related
veterinary diagnostic testing of foods of animal origin. The Committee should recommend food and feed
safety policies to protect animal and human health.”

Salmonella in dogs and cats (symptomatic/asymptomatic prevalence) 2012-2014: A survey
conducted by 11 Vet-LIRN laboratories
Dr. Renate Reimschuessel VMD, PhD, Director Vet-LIRN, DHHS/FDA/CVM/OFVM/CVM/OR

Some Salmonella outbreaks in humans have been linked to dog food according to the Centers for
Disease Control and Prevention. The FDA wanted to determine the impact of Salmonella on pets and
also the background prevalence in dogs and cats. They developed a case definition for clinically ill dogs
and cats as an animal with diarrhea presented to their veterinarian by their owner. The FDA enlisted
eleven Vet-LIRN laboratories to participate in a project to explore Salmonella in companion animals. First
they harmonized a method for culturing Salmonella from companion animal feces. The study determined
that the overall background prevalence for Salmonella was 2.5% for dogs (60 of 2422) and 0.6% for cats
(3 of 542). Almost half of the Salmonella positive dogs were asymptomatic. The Salmonella serotypes
found in cats were S. Javiana, S. 1 4,5,12:i: -, and S. Infantis. While over 30 serotypes were found in
dogs, the four most frequently isolated serotypes were S. Newport, S. Enteritidis, S. Javiana, and S.
Infantis. When looking at the top seven Salmonella serotypes found in dogs (n= 2422 samples) versus
humans (n = 49004 samples in 2012), they found similar serotypes, i.e., dogs (S. Newport, Enteritidis,
Javiana, Infantis, Montevideo, Typhimurium, and Albany), and humans (S. Enteritidis, Typhimurium,
Newport, Javiana, 1 4,5,12:1:-, Montevideo, and Infantis).

Most Salmonella isolates were pan-susceptible when antimicrobial susceptibility testing was performed.
Salmonella positive dogs were more likely to have eaten raw food or a probiotic than negative dogs, and
very young dogs or very old (for breed) may be more at risk to become positive. When assessing

temperature effects, they determined that during times of warmer temperatures (80F), there were a higher
percentage of positive dogs.

Canine Urine Fanconi Panel Results in Association with Jerky Pet Treat Ingestion





Dr. Renate Reimschuessel, Director Vet-LIRN, DHHS/FDA/CVM/OFVM/CVM/OR

Since 2007, over 5,000 reports of pet iliness associated with jerky treats. Clinical signs in dogs included
vomiting, diarrhea, lethargy, decreased appetite, increased thirst and increased urination.

So what is Fanconi Syndrome (FS)? FS is a defect in a part of the proximal convoluted tubules of the
kidneys. This defect is rare in dogs, i.e., it has a genetic component in Basenji's and in Labrador
Retrievers. The patient often has a normal blood glucose but because of the kidney tubule defect, the
dog will lose glucose in their urine or glucosuria. This is how veterinarians in practice usually diagnose
Fanconi syndrome. The kidney tubule defect may also be acquired, i.e., common causes are exposure to
ethylene glycol, grapes/raisins, Leptospira, drugs (Aminoglycosides-gentamicin, amikacin, expired
tetracycline’s, sulfonamides, polymyxins, chemo Rx-cisplatin, methotrexate, doxorubicin), and heavy
metals (lead, mercury, copper, cadmium, and chromium).

In 2012, the Vet-LIRN began collaborating with owners and veterinarians across the country to collect
diagnostic samples from dogs with a variety of illnesses (not just FS) following jerky pet treat (JPT)
consumption. In other words, not just the 4-5% of dogs with reported FS. A variety of samples and tests
were coordinated, e.g., serum chemistries, fecal cultures, urinalysis, urine Fanconi panel, Raman,
Leptospira serology, DNA analysis. This list is not exhaustive, and they performed many other types of
tests (EM, IHC, Heavy Metals, BGA, Alpha Amanitin) on the over 400 active cases that they currently
investigate. The results of necropsy exam of 82 deaths reported to FDA indicate that 42 of these were
not related to jerky consumption. Thirty three dogs died of renal problems, 2 of liver disease and 4 of
gastrointestinal problems. They are having further diagnostics done on the renal cases to get a better
idea about the nature of the kidney lesions and to better understand the etiologies that may be involved.
In 2012, Vet-LIRN in collaboration with the University of Pennsylvania’s PennGen Metabolic Genetics
Laboratory, began testing a variety of dog breeds with various illness types using an established urine
Fanconi panel. Their goal in using the PennGen panel is to better characterize the occurrence of FS
associated with JPT exposure, determine the time course of recovery, and also potential predisposing
factors to FS.

The Vet-LIRN tested seven times more dogs from breeds weighing less than 30 pounds based on reports
FDA receives. Dogs form breeds weighing < 30 Ibs. test positive at higher rates than dogs weighing more
than 3 pounds for the first 3 Fanconi panel results. Of the 164 small dogs tested (75%) were positive first
round (123) and almost that for the 77 dogs tested the second round (56 positive). Moreover the 1st
Fanconi panel was performed on dogs with a variety of presenting clinical signs, not just those symptoms
of Fanconi syndrome. Additionally, the 2nd and 3rd Round Fanconi panels were from dogs with a positive
result on the previous Fanconi test. The Maltese, Poodle, and Dachshund test positive at ~86-89%
approximately 2 months after the first positive Fanconi test and after the cessation of JPT consumption.
This trend continued for ~4 months after the first Fanconi positive result. They determined that the
number of dogs with glucosuria was much lower than the number of dogs testing Fanconi positive. This is
because clinically, the glucosuria resolves and is no longer detectable, but the dogs continue testing
positive with the Urine Fanconi panel.

In summary, small dogs (<30 Ib.) are more frequently Fanconi positive. The four most commonly affected
breeds are Maltese, Poodle, Dachshund, Shih Tzu, and Chihuahua. Maltese and Poodle test positive at
86-89% about 4 months after the first Fanconi positive result. Glucosuria disappears before Fanconi
positive dogs become negative.

Vet-LIRN and CARB — National Action Plan for Combating Antibiotic Resistance
Dr. Renate Reimschuessel, Director Vet-LIRN, DHHS/FDA/CVM/OFVM/CVM/OR

The FDA Vet-LIRN is included as part of President Obama’s plan to combat antibiotic resistance in the
United States. The plan is called the National Action Plan for Combating Antibiotic Resistance or CARB.
A number of goals have been described for CARB, and the Vet-LIRN is part of Goal 2 and 3:
* GOAL 1: Slow the Emergence of Resistant Bacteria and
Prevent the Spread of Resistant Infections





 GOAL 2: Strengthen National One-Health Surveillance
Efforts to Combat Resistance.

» GOAL 3: Advance Development and Use of Rapid and
Innovative Diagnostic Tests for Identification and
Characterization of Resistant Bacteria.

* GOAL 4: Accelerate Basic and Applied Research and
Development for New Antibiotics, Other Therapeutics,
and Vaccines.

For Goal 2- Strengthen National One-Health Surveillance Efforts to Combat Resistance -within one year:
The USDA and FDA will assess current capacities and protocols within NAHLN and Vet-LIRN member
laboratories and identify capacity development needs that would support nationwide antibiotic resistance
surveillance for zoonotic pathogens and pathogens of importance to animal health. As part of this Goal,
the American Association of Veterinary Laboratory Diagnosticians (AAVLD) — National Animal Health
Laboratory Network (NAHLN) and the Vet-LIRN surveyed laboratories (27 of 37 Vet-LIRN laboratories
completed the survey) and determined that 21 use Thermo-Fisher Sensititre system, 4 use bioMérieux
Vitek, and 23 also use the Kirby-Bauer disk or broth methods.

By 2020, the significant outcomes are routine testing of zoonotic and animal pathogens for antibiotic
susceptibility at ten to twenty NAHLN and Vet-LIRN member laboratories that are using standardized
testing methods and data sharing practices.

For Goal 3- Advance Development and Use of Rapid and Innovative Diagnostic Tests for

Identification and Characterization of Resistant Bacteria — by 2020, the expected significant outcomes for
this goas are that the USDA and FDA will provide support for ten to twenty NAHLN and Vet-LIRN member
laboratories for next-generation sequencing equipment and training on the use of whole-genome
sequencing techniques and bioinformatics.

The FDA-Vet LIRN is waiting on funding to initiate these two goals as part of CARB.

Final Rule for Preventive Controls for Animal Food

Dr. Michael J. Murphy DVM JD PhD, Office of the Director, Center for Veterinary Medicine
(HHS/FDA/CVM/OFVM/CVM/OCD)
http://www.fda.gov/animalveterinary/products/animalfoodfeeds/ucm347941.htm

The Food Safety Modernization Act (FSMA) created the regulatory framework that holds animal food
manufacturers accountable for having a food safety plan, verifying it is working, and taking corrective
action when it isn’t. The actual title of the rule, slightly revised from the title in the proposed rule, is
Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Food for
Animals. The rule is found in Part 507 of the Code of Federal Regulations. The original proposal was
published in the Federal Register on October 29, 2013. FDA received more than 2,400 comments on the
proposal. As a result of these comments, the FDA made substantial changes and issued a supplemental
proposal on September 29, 2014. The FDA received more than 140 comments on the supplemental
proposal. The final rule, that went on display September 10 and was published in the Federal Register on
September 17, 2015, is the result of careful consideration of all the comments received.

The Preventive Controls for Animal Food rule applies to facilities that manufacture, process, pack, or hold
animal food for consumption in the U.S. These are facilities that are required to register with FDA under
section 415 of the Federal Food, Drug, and Cosmetic Act. Facilities that are not required to register, such
as farms, are not subject to the requirements of this rule. The rule does apply to both domestic and
imported food. The final rule does provide some exemptions and modified requirements for certain
facilities. Most of the exemptions were directed by FSMA itself.

The final rule is a very complex rule and Dr. Murphy provided highlights of the Rule. He addressed two
key areas: the first key area relates to establishing Current Good Manufacturing Practice requirements for
animal food. The second of these is the FSMA-mandated requirement that facilities conduct a hazard
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analysis and implement risk-based preventive controls for hazards requiring preventive controls. Each
facility would be required to implement a written food safety plan that focuses on preventing hazards in
animal foods.

The first key area that Dr. Murphy covered related to establishing Current Good Manufacturing Practice
(or CGMP) requirements for animal food. The original proposed CGMPs did not go over very well. We
needed to take a step back in the supplemental to add flexibility because this rule has to cover a wide
array of facilities (from small feed mills to large pet food facilities) that make food for many animal
species. From the original proposal to the supplemental proposal, the original CGMP’s were greatly
modified. The FDA received a number of comments that supported the revised CGMPs that were
proposed in the supplemental notice, but additional modifications were also requested. The FDA has
revised the CGMPs based on comments and existing industry standards. The modifications were added
to provide clarity and to provide additional flexibility and decreased prescriptiveness while still maintaining
a baseline to protect against animal food contamination that would be harmful to public health. When we
consider public health, this rule had to address both the health of animals who may eat the food and that
of humans who may eat the edible animal products (such as meat, milk, and eggs) or handle food (such
as pet food in the home). The added flexibility modifications were through use of language such as “when
necessary” or “as necessary” or “adequately.” The CGMP’s address the following areas:

e Personnel
Plant and grounds
Sanitation
Water supply and plumbing
Equipment and utensils
Plant operations
Holding and distribution
Holding and distribution of human food by-products for use as animal food

The first provision in Subpart C on hazard analysis and risk-based preventive controls is the requirement
for a written food safety plan. There are several components to a food safety plan:

¢ Hazard analysis

e Preventive controls

e Supply-chain program

¢ Recall plan

e Procedures for monitoring

e Corrective action procedures

e Verification procedures

Although the rule becomes effective 60 days after publication, compliance dates are staggered by
business size. Because the animal food industry will be implementing both CGMPs and preventive
controls for the first time, the FDA has also decided to stagger the implementation of the CGMP
requirements and the PC requirements by business size. For CGMPs, Very small businesses,, have 3
years to comply; Small businesses, which are those with fewer than 500 FTEs, must comply in 2 years,
all other businesses, have one year to comply. The compliance date for the preventive controls
requirements will follow the CGMPs by one year. For preventive controls, Very small businesses, which
are subject to modified requirements, have 4 years to comply; Small businesses, which are those with
fewer than 500 FTEs, must comply in 3 years, all other businesses, have two years to comply. Separate
compliance dates have been established for the supply-chain program provisions to accommodate
compliance dates for suppliers of different sizes subject to different rules (e.g., Produce Safety Standards,
Foreign Supplier Verification Program). Information on other dates can be found in Table 33 of the
preamble to the final rule.

FDA is planning guidance documents to help industry comply with the requirements of the rule. The first
guidance will be for implementation of the Current Good Manufacturing Practices provisions, closely
followed by a guidance document on the use of human food by-products as animal food. Another





guidance will address the hazards associated with different foods and how to apply preventive controls for
hazards. And as with all rules, there will be a Small Entity Compliance Guide that explains the actions a
small or very small business must take to comply with the rule. The FDA will consider additional future
guidance, such as commodity-specific guidance.

FDA also recognizes that there will need to be industry and regulator training and there are likely to be
many questions. They are collaborating with the Food Safety Preventive Controls Alliance to establish
training and technical assistance programs. They are establishing a Food Safety Technical Assistance
Network within FDA where industry can ask questions by submitting a form online and get answers from
Subject Matter Experts within the agency.

More information can be found on FDA's FSMA webpage http://www.fda.gov/fsma , which has a
subscription feature to receive updates. FDA has established a FSMA Technical Assistance Network that
is utilizing a web-form for people to submit questions and get responses. The web form can be accessed
through the main FSMA page or through the long URL
(http://www.fda.qov/Food/GuidanceRegulation/FSMA/ucm459719.htm ).

Veterinary Feed Directive Update

Dr. Michael J. Murphy DVM JD PhD, Office of the Director, Center for Veterinary Medicine
(HHS/FDA/CVM/OFVM/CVM/OCD)
http://www.fda.gov/AnimalVeterinary/NewsEvents/CVMUpdates/ucm448620.htm

The U.S. Food and Drug Administration announced today the Veterinary Feed Directive (VFD) final rule,
an important piece of the agency’s overall strategy to promote the judicious use of antimicrobials in food-
producing animals. This strategy will bring the use of these drugs under veterinary supervision so that
they are used only when necessary for assuring animal health. The VFD final rule outlines the process for
authorizing use of VFD drugs (animal drugs intended for use in or on animal feed that require the
supervision of a licensed veterinarian) and provides veterinarians in all states with a framework for
authorizing the use of medically important antimicrobials in feed when needed for specific animal health
purposes.

The VFD final rule continues to require veterinarians to issue all VFDs within the context of a veterinarian-
client-patient relationship (VCPR) and specifies the key elements that define a VCPR. These key
elements include that the veterinarian engage the client (i.e., animal producer or caretaker) to assume
responsibility for making clinical judgments about patient (i.e., animal) health, have sufficient knowledge
of the animal by conducting examinations and/or visits to the facility where the animal is managed, and
provide for any necessary follow-up evaluation or care. The final rule will require veterinarians to follow
state-defined VCPR requirements; in states where the FDA determines that no applicable or appropriate
state VCPR requirements exist, veterinarians will need to issue VFDs in compliance with federally defined
VCPR requirements. All veterinarians will need to adhere to a VCPR that includes the key elements in the
final rule.

“The actions the FDA has taken to date represent important steps toward a fundamental change in how
antimicrobials can be legally used in food-producing animals,” said Michael R. Taylor, FDA deputy
commissioner for foods. “The VFD final rule takes another important step by facilitating veterinary
oversight in a way that allows for the flexibility needed to accommodate the diversity of circumstances
that veterinarians encounter, while ensuring such oversight is conducted in accordance with nationally
consistent principles.”

In December 2013, the agency published a guidance document, which calls on animal drug
manufacturers of approved medically important antimicrobials that are put into water or feed of food-
producing animals to voluntarily stop labeling them as drugs that can be used to promote animal growth
and change the labeling of their products for the remaining uses to require veterinary oversight of these
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drugs when they are used for therapeutic purposes. All of the affected makers of these drugs have
committed in writing to participate in the strategy.

Additional Information

e Final Rule: Veterinary Feed Directive

e Notice of Availability of Draft Revised Guidance for Industry: Veterinary Feed Directive Regulation
Questions and Answers

e FACT SHEET: Veterinary Feed Directive Final Rule and Next Steps

e Placing Animal Drugs under Veterinarian Oversight: Questions and Answers with Michael Taylor
and William Flynn

e Draft Guidance for Industry #120 Veterinary Feed Directive Regulation Questions and
Answers (PDF - 133KB)

e Veterinary Feed Directive (VFD)

e FDA Voice: Veterinary Feed Directive Will Protect Both People and Animals

Dr. Murphy addressed a number of topics in his presentation on the FDA'’s Veterinary Feed Directive
(VFD):

e What changes are being made and why?

e What drugs are affected, which ones are not?

e What is a veterinary feed directive?

e What are key elements of VFD regulation?

e  When will this go into effect?
Antimicrobial use is a driver of resistance

e Alluses (human, animal, horticultural, other) are part of the picture

o Despite complexities and uncertainties steps can be identified to mitigate risk

e Intentis to implement measures that address public health concern while assuring animal health

needs are met
Guidance #209 outlines the antimicrobial resistance policy. FDA's Judicious Use Strategy: Two key
principles are outlined in Guidance #209:
1. Limit medically important antimicrobial drugs to therapeutic purposes (i.e., those uses
considered necessary for ensuring animal health)
2. Require veterinary oversight or consultation for such therapeutic uses in food-producing
animals

Guidance #213/Implementation- was finalized December 2013 and provides a more detailed guidance on
implementing key principles in Guidance #209; it presents a timeline for implementation and defines
drugs that are medically important. December 2016 is the target for drug sponsors to implement changes
to use conditions of medically important antibiotics in food and water to withdraw approved production
uses (such as “increased rate of weight gain” or “improved feed efficiency”) because such production
uses will no longer be legal. However, therapeutic uses are to be retained such as for treatment, control,
and prevention indications, and these require veterinary oversight.

Guidance #213/Veterinary Oversight: the Key principle is to include veterinarian in decision-making
process but it

O Does not require direct veterinarian involvement in drug administration

O Does require use be authorized by licensed veterinarian

O This means changing marketing status from OTC to Rx or VFD

O Water soluble products to Rx — “medicated water”

O Products used in or on feed to VFD — “medicated feed”

Guidance #213: Scope/ what drugs are affected and which ones are not?
Only affects antibiotics that are:
O “Medically important”
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O Administered in feed or drinking water; other dosage forms (e.g., injectable,
bolus) not affected
O Includes antimicrobial drugs that are considered important for therapeutic use in humans
B Guidance #213 defines “medically important” to include all antimicrobial
drugs/drug classes that are listed in Appendix A of FDA’'s Guidance #152

Dr. Murphy gave examples of affected feed-use and water-use antibiotics.

Drugs not affected by Guidance #213 are antibiotics that are already VFD — avilamycin, florfenicol,
tilmicosin; or Rx — Tylosin, and that are not medically important, for example:
B lonophores (monensin, lasalocid, etc. )
B Bacitracin (BMD, bacitracin zinc)
B Bambermycins
B Carbadox
Other drugs (that are not antibiotics), including:
O Anthelmentics: Coumaphos, Fenbendazole, lvermectin
[0 Beta agonists: Ractopamine, Zilpaterol
O Coccidiostats: Clopidol, Decoquinate, Diclazuril

What is a veterinary feed directive?

VFD drug — A “veterinary feed directive (VFD) drug” is a drug intended for use in or on animal feed which
is limited by a [CVM] approved application to use under the professional supervision of a licensed
veterinarian. Use of animal feed bearing or containing a VFD drug must be authorized by a lawful
veterinary feed directive.

Veterinary Feed Directive (VFD): a “veterinary feed directive” is a written (nonverbal) statement issued
by a licensed veterinarian in the course of the veterinarian’s professional practice that orders the use of a
VFD drug or combination VFD drug in or on an animal feed. This written statement authorizes the client
(the owner of the animal or animals or other caretaker) to obtain and use animal feed bearing or
containing a VFD drug or combination VFD drug to treat the client’s animals only in accordance with the
conditions for use approved ... by the Food and Drug Administration.

Existing framework for veterinary oversight of feed use drugs is the veterinary feed directive (VFD)

In 1996 Congress passed Federal Law stating that medicated feeds which require veterinary oversight
are VFDs. In 2000 FDA finalized regulations for authorization, distribution and use of VFDs. Although a
similar concept, (... by or on the order of a licensed veterinarian) VFDs are not Rx.

Changes made were intended to make the process more efficient while continuing to provide public
health protections:
VFD Final Rule
June 3, 2015 - VFD final rule published
October 1, 2015 — VFD final rule became effective
The implementation timeline summary:
B October 1, 2015 — VFD Final Rule went into effect
O Applies to current VFD drugs
B January 1, 2017 — Target for all medically important antimicrobials for use in or on feed to require
aVFD
O December 2016 — Target for drug sponsors to implement changes to use conditions of
products affected by GFI #213






Supply Chain Contamination Event Case Study: 2014 Incident Management Response (Case
Study- Michigan feed contamination/adulteration with lasalocid)
Dr. James Averill - Animal Industry Division, Michigan Department of Agriculture and Rural Development
2014 MDARD Lasalocid Investigation Summary

MDARD investigation is the most complex animal feed investigation in recent memory

A cooperative effort by Michigan Department of Agriculture and Rural Development (MDARD) staff from
the Pesticide and Plant Pest Management (PPPMD), Laboratory and Animal Industry (AID) Divisions and
MDARD'’s Rapid Response Team (RRT) resulted in the largest investigation that affected livestock and
Michigan’s feed industry in recent memory. The investigation findings impacted numerous feed
manufacturers and producers in this state and were linked to approximately 55,000 turkey deaths,
disposal of 500 tons of feed and limited the movement of over 35,000 swine to market. The case turned
into a nationwide investigation and traceback of a feed product involving the United States Food and Drug
Administration (FDA), United States Department of Agriculture and many other state feed and animal
health programs.

On August 11, 2014, MDARD was notified by the index farm’s veterinarian that the farm had experienced
significant mortalities. Tissue samples as well as feed samples were sent to Michigan State University
Diagnostic Center for Population and Animal Health (MSU-DCPAH), which identified lasalocid to be the
cause of death in the turkeys and feed samples also tested positive for lasalocid. Lasalocid is an
ionophore drug that is approved for use in poultry and other species of livestock at approved levels.
However, at higher levels, it can become toxic. Lasalocid is not approved for use in swine and has been
shown to be fatal to horses or dogs if ingested.

MDARD and FDA contacted the index farm to assist in determining the cause of the toxicity due to
lasalocid. Lasalocid levels from feed samples taken on the farm were found at 4-6 times the feeding rate
for turkeys. MDARD worked in cooperation with MSU, DCPAH to analyze samples of dozens of feed
ingredients used on the farm to determine the source. The team discovered that lasalocid was present in
the grease the farm uses in both its turkey and swine feed formulations. Grease is typically added to feed
as a flavoring and to increase fat content.

MDARD and FDA investigated the sources of the adulterated grease and determined that a restaurant
recycling firm in Michigan received an out of state industrial processing waste oil product called
“Lascadoil” that was brokered as soyoil. Lascadoil was intended for non-food or bio-fuel uses, but
crossed over to the feed ingredient stream. Feed manufacturers and farms in Michigan and several
other states were directly impacted by this diversion. A nationwide recall of the adulterated grease was
issued on October 23, 2014.

MDARD investigated and sampled at farms and feed manufacturers that may have received the
adulterated grease to ensure the recall was effective. Due to the impact and scale of this event, MDARD
utilized the Incident Command System (ICS) and set up a multi divisional Incident Management Team
(IMT). With numerous divisions involved, management of such a large scale investigation was greatly
needed and successful. The use of ICS allowed for transparent flow of communications and coordination
of field and laboratory activities which involved many agencies, institutions and organizations that were
impacted by this event.

In June 2015, MDARD, FDA Center for Veterinary Medicine and the FDA District Offices involved
received a “Group Recognition Award” at the 55" Annual FDA Honor Awards Ceremony for their work on





the response. This award recognizes superior achievement of the Agency’s mission through teamwork,
partnership, shared responsibility, or fostering collaboration and coalition to achieve FDA goals.

Contact: Tim Lyons, Feed Safety Specialist
LyonsT1@michigan.gov;
www.michigan.gov/imda-feed

Review of Multistate Foodborne Outbreaks—United States, 2015
Megin Nichols, DVM, MPH, DACVPM (DHHS/CDC/OID/NCEZID/DFWED/ORPB)

Dr. Megin Nichols presented a review of selected multistate foodborne disease outbreaks during 2015 in
the United States.
First she presented information on Listeria outbreaks:
(From: http://www.cdc.gov/listeria/outbreaks/index.html)
=  Multistate Outbreak of Listeriosis Linked to Soft Cheeses Distributed by Karoun Dairies, Inc.
http://www.cdc.gov/listeria/outbreaks/soft-cheeses-09-15/index.html
= Qutbreak of Listeriosis Linked to Blue Bell Creameries Ice Cream Products
http://www.cdc.gov/listeria/outbreaks/ice-cream-03-15/index.html|

She also presented information on a new CDC web site on food safety and raw

milk: http://www.cdc.gov/foodsafety/rawmilk/raw-milk-index.html

“Back to nature” — that's what many Americans are trying to do with the foods that we buy and eat. We
are shopping at farmer’s markets, purchasing organic food, participating in food cooperatives (or co-ops),
and even growing our own food. In addition, many people are eating food with minimal processing.
However, raw milk and products made from it (including soft cheese, ice cream, and yogurt) can pose
severe health risks, including death. That's because raw milk has not undergone a process called
pasteurization that kills disease-causing germs, such as Campylobacter, E. coli, and Salmonella.

She also presented information on a new publication on increased outbreaks due to unpasteurized raw
milk consumption from 2007 to 2012 in the United States: http://wwwnc.cdc.gov/eid/article/21/1/14-
0447 article The number of outbreaks in the United States caused by nonpasteurized (raw)

milk increased from 30 in 2007-2009 to 51 in 2010-2012. Most (77%) outbreaks were caused

by Campylobacter and most (81%) occurred from consumption of nonpasteurized milk purchased from
states where the sale of nonpasteurized milk was legal.

Dr. Nichols then presented overviews of select Salmonella foodborne outbreaks
(From: http://www.cdc.gov/salmonella/ ):
= Multistate Outbreak of Salmonella Paratyphi B variant L(+) tartrate(+) and Salmonella
Weltevreden Infections Linked to Frozen Raw Tuna
= Qutbreak of Salmonella Enteritidis Infections Linked to Raw, Frozen, Stuffed Chicken Entrees
Produced by Aspen Foods
=  Multistate Outbreak of Drug-Resistant Salmonella Enteritidis Infections Linked to Raw, Frozen,
Stuffed Chicken Entrees Produced by Barber Foods
= Multistate Outbreak of Salmonella Poona Infections Linked to Imported Cucumbers
= OQutbreak of Multidrug-Resistant Salmonella | 4,[5],12:i:- Infections Linked to Pork

Food Safety Research in the USDA Agricultural Research Service
Eileen Thacker, National Program Leader, Food Safety and Animal Health, USDA-ARS. Presented by
Dr. Robin Anderson, Research Microbiologist, ARS

Dr. Eileen Thacker, Co-Leader for USDA/ARS National Programs 108 (Food safety, animal and plant
products) and 103, Animal Health was unavoidably unable to attend this meeting and has asked Robin
Anderson, Research Microbiologist at the USDA/ARS, Food and Feed Safety Research Unit located at
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the Southern Plains Agricultural Research Center in College Station, Texas to present a short summary
of the research focus of the Food Safety National Program. Administratively, based on 2013 data, a total
of 64 appropriated research units located throughout the United States conducted research focused on
understanding and modeling how foodborne pathogens and antimicrobial resistant bacteria colonize and
persist in their production environments and on learning how to develop strategies to prevent and
eliminate their propagation and dissemination so as to reduce the risk of foodborne contamination.
Project scientists are active participants to the President's Combating Antimicrobial Resistant Bacteria
(CARB) research initiative, performing research on microbial ecology and alternatives to antibiotics and
contributing significantly to the development of the USDA Antimicrobial Resistant Action Plan. The Project
participates as a member of Transatlantic Task Force on Antibiotic Resistance. Examples of just a small
amount of the research conducted by project scientists include microbial ecology and National
Antimicrobial Resistance Monitoring System research on Salmonella, E. coli, Campylobacter and more
recently, select virulent Enterococcus species, conducted by scientists at the Bacterial Epidemiology and
Antimicrobial Research Unit in Athens, Georgia, the Environmental, Microbial and Food Safety Research
Unit at Beltsville, Maryland and the Food and Feed Safety Research Unit in College Station, Texas.
Interested parties are encouraged to visit the USDA/ARS website to review research objectives and
recent accomplishments of all project Units and to feel comfortable in contacting participating scientists to
obtain additional information on subjects of particular interest.

Committee Business:

Dr.McDonough conducted the Committee business meeting and since there were no Resolutions, he
asked those present to consider the following items and to respond to the group via email:
e creation of “subcommittees” to work on any action items that are identified
e begin a quarterly conference call to keep the committee engaged throughout the year
¢ there is a new AAVLD requirement: demonstrate the committee alignment with the AAVLD
mission, vision and goals by generating/submitting some basic strategies and actions for the
committee itself





		Additional Information



