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Presenter
Presentation Notes
I am here to provide updates on our efforts through cooperative agreements with FDA Office of Partnerships (ORA and CFSAN), and Office of Training Education and Development. We are grateful for continued partnership with our colleagues from AFDO and AAFCO on these important efforts. 
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Bridging the Gap

APHL is continuing the work started under the Associations
CoAg through a two-year Bridge agreement with FDA.

ISO/IEC 17025
Accreditation
Resources

Accreditation
Consultant

GOQOD Test
Portions
Laboratory
Trainings

GenomeTrakr

Trainings &
Meetings

eLEXNET and
Data Exchange
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Presenter
Presentation Notes
APHL is continuing efforts on work started under the original five-year Associations Cooperative agreement from FDA. 

Continue providing resources for laboratories seeking to enhance their ISO/IEC 17025 accreditation scope

Continue to assist laboratories pursing ISO/IEC 17025 accreditation without dedicated funding from FDA through an Accreditation Consultant

Provide training assistance to FDA’s GenomeTrakr laboratories and plan in-person GenomeTrakr meetings

Supporting additional GOOD Test Portions laboratory trainings

While much of our work with eLEXNET through outreach and the steering committee has been halted, APHL is continuing to collaborate with FDA on next steps for eLEXNET






Continue providing resources for laboratories
seeking to enhance their ISO/IEC 17025
accreditation scope

e Success stories
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Presentation Notes
APHL is actively gathering and developing success stories that highlight how the FDA ISO cooperative agreements and accreditation efforts strengthen laboratory data, and how our member labs and partners are protecting public health. We have several listed on our Accreditation Resources website, including one from NY on their raw cheese listeria surveillance program, one from Florida Ag about their discovery of pathogens in novel food sources like frozen veggies…


MINNESOTA'S COLLABORATION SOLVES
RAW PET FOOD OUTBREAK

Various diet plans are all the rage these days, including Keto, vegan, Paleo, and more.
People want to feed themselves and their families the very best, and that includes
their four-legged friends. Raw pet food sales have been on the rise, driven in part by
the assumption that it is healthier and more natural for animals to eat like they would
in the wild. But pet owners may be overlooking the fact that many wild animals die of
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This was one published in June that describes the collaboration between MN Dept. of Health and MN. Dept. of Agriculture to solve a raw pet food outbreak.

If any of you have a success story, we’d be happy to work with you to publish it!
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ISO/IEC 17025 Accreditation
Resources

o Gap analyses between 2005 & 2017 versions of ISO/IEC
17025

* Proficiency Testing Providers list (EPTIS database)

* Up-to-date accreditation resources available on APHL's
website
(https://www.aphl.org/programs/food safety/laboratory-
accreditation/Pages/Accreditation-Resources.aspx)
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Presentation Notes
EPTIS – European database that lists more than 800 PT programs from countries all over the world.

https://www.aphl.org/programs/food_safety/laboratory-accreditation/Pages/Accreditation-Resources.aspx
https://www.aphl.org/programs/food_safety/laboratory-accreditation/Pages/Accreditation-Resources.aspx

ISO/IEC 17025 Accreditation
Resources

 Newly revised Data Acceptance White Paper (January
2019)

C q
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Best Practices for Submission
of Actionable Human and
Animal Food Testing Data
Generated in State and

Local Laboratories

A p H L ASSOCIATION OF

PUBLIC HEALTH LABORATORIES®
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Presentation Notes
The third revision of the Data Acceptance White Paper was released earlier this month. The workgroup reconvened in summer 2018 to bring it in line with the ISO/IEC 17025:2017 standard. This is now available on APHL’s website.



ISO/IEC 17025 Accreditation
Resources

 PFP Laboratory Best Practices Manual and Compliance
Checklist
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Practices Manual
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The PFP Laboratory Sciences Workgroup is preparing to release the long-awaited Human & Animal Food Testing Laboratories Best Practices Manual. Many months (years) of hard work and dedication went into this document. Updated to conform with the new ISO standard,  The document contains best practices for human and animal food laboratories to build confidence among stakeholders in the integrity and scientific validity of laboratory analytical data, and to facilitate data acceptance by regulatory agencies. 

This document works in parallel with the Data Acceptance White Paper. Whereas the white paper does not assume that the laboratory is accredited—only works under a strong QMS—the PFP Manual highlights accreditation more heavily and actually draws a pathway to laboratory accreditation in the first chapter.  On the verge of release – anticipated in February 2019




ISO/IEC 17025 Accreditation
Resources

 PFP Laboratory Best Practices Manual and Compliance
Checklist
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As for the Compliance Checklist, this is envisioned as a guide to assist human & animal food organizations in preparing a data package intended for review by a compliance officer for possible regulatory action. In addition, this checklist is structured to aid compliance officers in the review of data packages. This is in the early drafting stages, and the PFP Lab Sciences WG will seek input from FDA Compliance Officers to ensure we’re not creating this in a silo. The WG hopes this checklist will be another tool for laboratories to use to facilitate data acceptance. 


ISO/IEC 17025 Accreditation
Resources

e Lessons learned from first labs transitioning to ISO/IEC
17025:2017
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®
Accreditation Consultant

Working with ten laboratories:
 Hawali Department of Health (Accredited!)
e Michigan Department of Health (Accredited!)
 New Hampshire Division of Public Health Services
 New Mexico Department of Health
 New Mexico State University
* Oklahoma Department of Agriculture
« Pennsylvania Department of Health
e South Dakota State University
* Tennessee Department of Health
« Washington Department of Health
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Continue to assist laboratories pursing ISO/IEC 17025 accreditation without dedicated funding from FDA through an Accreditation Consultant

Site visits: Washington DOH (July 2018), NM DOH (August 2018)
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GenomeTrakr Trainings & Meetings

Assist FDA's
GenomeTrakr with the
development and
delivery of
bioinformatics training.

Provide logistical
support and assist with
planning for annual in-
person GenomeTrakr
meetings

The organization of
THINGS according to
their evolutionary
relationships.
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Presenter
Presentation Notes
APHL continues to provide training assistance to FDA’s GenomeTrakr laboratories
Bioinformatics TNA launched in March 2018. 
“Introduction to Phylogeny” released October 2018.
APHL’s GenomeTrakr website links to Galaxy training videos. 

2018 GenomeTrakr Meeting
September 26-28, 2018 in Arlington, VA 
(following ASM meeting)

APHL assisted with agenda development, meeting logistics, travel support. Beginning site locations for 2019 meeting. 




»
eLEXNET & Data Exchange

e Future of eLEXNET

 Laboratory concerns and @e | EXNET

challen ges electronic laboratory exchange network

 How to most effectively utilize
the platform

« National Food Safety Data
Exchange (NFSDX)
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Presentation Notes
APHL is participating in on-going discussions with Dr. Norris, Lisa Creason and other FDA leads through the Executive Committee on the future of eLEXNET. FDA is also hard at work on a new data exchange portal created by the PFP IT workgroup, the National Food Safety Data Exchange (NFSDX), which is currently being piloted on the regulatory program side for inspection data. Through the PFP Lab Sciences WG, we are working with the IT workgroup to map important laboratory data elements that should be included in the NFSDX. If you have any comments or suggestions on eLEXNET and the new system, I’d be happy to bring them to the attention of these groups.  


»
Supporting additional GOOD Test

Portions laboratory trainings

o Supported development of a laboratory training course
based on GOOD Test Portions

 Working with AAFCO to provide support for up to three
additional GOOD Test Portions trainings

 If your laboratory is interested in hosting a training,
contact Nancy Thiex (nancy.thiex@gmail.com)
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Presentation Notes
APHL and AAFCO were able to fund the development of a GOOD Test Portions laboratory training course prior to the end of our NCE period. 

Sampling workshop held at New York Department of Agriculture & Markets Food Laboratory in December 2018


mailto:nancy.thiex@gmail.com
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Presentation Notes
APHL was awarded a new cooperative agreement to continue building out the framework.
Continue competency development
Begin developing courses

APHL is working with five contracted subject matter experts (representing AFDO and AAFCO) to assist in the development efforts. Thanks to Nancy Thiex and Louise Ogden for all of their help.

APHL is working continuing its partnership with IFPTI
Workshop facilitation
Developing validation survey
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Presenter
Presentation Notes
Work Performed Under Initial CoAg
Entry-level content areas:
All competencies developed
All Course Design Documents (CDDs) developed
Began competency development for Entry-level Program-Specific content areas
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Presentation Notes
Mid-level core content areas
All competencies developed
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Presentation Notes
New LCF CoAg – Working with Hien Albright (new Project officer) from OTED to continue working up the framework. We provide monthly reports on our efforts and progress to OTED and have regular monthly calls with OTED staff to ensure we’re on track. Hien and her team have provided great support over the past few months, and we’re very grateful for their insight and experience.

November 2017 workshop (APHL)
Entry-level Program-Specific content areas
Completed competencies for many of the Microbiology and Chemistry
Finalized Animal Food & Dairy Regulatory Programs via webinar
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Presenter
Presentation Notes
We are reviewing some of the work previously done to ensure it’s still current information. Utilized SME contractors to incorporate new concepts from GOODSamples, GOOD Test Portions, and revised ISO/IEC 17025:2017 standard into content areas:�
Accreditation/Certification
Chain of Custody
Regulatory Sampling
Sample Handling (to be renamed Laboratory Sampling)
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The Laboratony Framework is being buit out through a - 3
17,2018 Cocperative Agreement with FDA, AFDO, AAFCO, and APHL. e A fume?

Analysis. Answers. Action.

www.aphl.org


Presenter
Presentation Notes
Next steps:
Finish building out the Entry-level Program Specific content areas
Begin course development
Competency validation survey to be sent out in early 2019 – need your help! The survey will provide you an opportunity to see the competency statements created and determine if they are appropriate to the content area in question (for example, in Accreditation/Certification, a competency statement is “Define accreditation.” Is that an appropriate competency for that content area?).

Stop for questions



Resources

« APHL Accreditation Resources
e List of Proficiency Testing Providers

e State Human & Animal Food Laboratory Professionals
Curriculum Framework

« Data Acceptance White Paper (January 2019)
« APHL Quality Management Training Series

 APHL Accreditation Resource Repository (restricted
access)

e GenomeTrakr Network
e GOODSamples
e GOOD Test Portions

E Analysis. Answers. Action. www.aphl.org



https://www.aphl.org/programs/food_safety/laboratory-accreditation/Pages/Accreditation-Resources.aspx
https://www.aphl.org/programs/food_safety/laboratory-accreditation/Documents/Proficiency-Testing-Provider-List.pdf
https://www.aphl.org/programs/food_safety/laboratory-accreditation/Documents/Lab%20Framework%20May%2017%202018.pdf
https://www.aphl.org/programs/food_safety/laboratory-accreditation/Documents/Lab%20Framework%20May%2017%202018.pdf
https://www.aphl.org/aboutAPHL/publications/Documents/FS-2019Jan-Best-Practices-Human-Animal-Food-Data.pdf
https://www.aphl.org/programs/food_safety/laboratory-accreditation/Pages/Developing-Training.aspx
https://www.aphl.org/programs/food_safety/laboratory-accreditation/Pages/Member-Accreditation-Resources.aspx
https://www.aphl.org/programs/food_safety/Pages/GenomeTrakr.aspx
https://www.aafco.org/Publications/GOODSamples
https://www.aafco.org/Publications/GOODTestPortions

Thank you

iIT's DefFiNTELY FooD FoiSoNms. BuT WHAT
DiD You ExPecT? AfTeR ALL, THEY WERE
GREEN. N THE FuTuRe, T WoulD noT EAT
THEM HeRe NoR THERE.. T wWoulDN'T

' EAT THEm ANYWHERE

Robyn Randolph
robyn.randolph@aphl.org
240.485.2732
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