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From the Executive Director

Expect Great Things

Few can deny that the Food Safety Modernization Act (FSMA) and efforts to integrate the
national food safety system have created an intense environment of “changing
times.” Everywhere one looks, they can see the transformations that are beginning to
challenge the foundations of our food safety society.

In this climate of dynamic change, the organizations that will succeed will be those that
invest in adaptability and evolve beyond their core product or service.

AFDO believes that shared knowledge is shared strength, and we are committed to
passing on resources of information and inspiration to all sectors of the food, drug,
medical device, and cosmetic communities.

AFDO has always been an organization of great vision dating back to our creation in 1896.
While we can be proud of our history, we must be prepared for our future and recognize
the need to make investments for tomorrow. A look at the efforts that AFDO will do this
year are more than promising — they are inclusive of regulatory officials that have
traditionally not been part of the AFDO family. They are, however, part of the
communities we represent including the Integrated Food Safety System (IFSS) which has
become our principal endeavor in recent years. Here is a look at just a few of the things
you can expect from your organization this year:

e Anincrease of funding to nearly $1.9 million in awards provided to state and local
retail regulatory agencies to improve their retail food protection programs

e  Funding in the amount of $675,000 in awards provided to state shellfish and dairy
regulatory agencies to improve their dairy or shellfish safety programs

e  Conducting webinars on the health, safety, and quality related to cannabis &
cannabis related products for all interested AFDO members

e  Providing training funds of up to $1.8 million to assure state officials receive training
in the Food Safety Preventative Control Alliance (FSPCA) program.

e Astronger outreach to government and industry officials in the drug, medical device,
and cosmetic communities

We will also have our sights set on reaching the $1,000,000 goal set by George Burdett
for the AFDO Endowment Foundation years ago. So many AFDO members have longed
for this, and we so badly wish to meet this goal this year. That would be great — but that’s
what we expect from AFDO!

Enjoy your AFDO Journal

Joseph Corby
AFDO Executive Director
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2016-2017 AFDO Board of Directors

President™™ ........cooieeeeereieisineseseesssesis ettt Steven Mandernach
PreSident-EIBCE*™ ........ceveverereeeeeeeeeeseaeseseesesesesesess st sesss s ssassesetesenas Pamela Miles
VICE-PresSident™™ ........cocceueueeeeeeeeeeieeeseeseses st ae b se s s s Steven Moris
SECIEtArY/TrEASUIEI™ ™ ....oouoeeeveeeeeeeeeeeeeeeeeee ettt ene e ns Natalie Adan
PaSTE-President™........c..uooccueeeeiieeecieeeecee et eere e s tre e st e e seaae e e stae e s raeeean Stan Stromberg
EXECULIVE DIr@CTOI™ .......oeceeeetieeeeeieeeeesie et e see s e e aeeteessae e saeenseessaesnneenneaens Joseph Corby
ASSOCIALION MANGAGEI* .......oceeeeeeecee ettt e e et e st e s e e reesaeesraeeseenees Krystal Reed
DireCtOr-Gt-LArGe™™ ...o.ooueeeeeeeeeeeeeeeeeeeeee ettt Benjamin Miller
[0 =Yoo g (e [ge L= Brenda Morris
FDA AGVISOL ...ttt sttt sttt st snee s Barbara Cassens
USDA AGVISOL ......oooveeeeiie e et stte et eetae e st e e s te e s s saaae e s ate e e eaaaesaseaeenns Keith Payne
DHS AGVISOL ...ttt sttt st s st sbe e John Martin
CDC AQVISON .ttt sttt ettt sttt ettt s sab e s b sbe e saeeebeesaneenneesmneennne Vince Radke
Health Canada AQVISOr ...........cccueevueeeiiieiieseeneese et Kenneth Moore
CFIA AGVISOF ...ttt Nicole Bouchard-Steeves
AFDOSS Reqional Affiliate DireCtOr™ ........oocueveeeeieieeeeeieeeeseeeeese e Mark Sestak

CASA Regional Affiliate Director™ ............. .... Erik Bungo
MCAFDO Regional Affiliate Director” ..Elizabeth Nutt
NCAFDO Regional Affiliate Director” Katherine Simon

NEFDOA Regional Affiliate Dir€Ctor*™ .........cccueeveeeeeeeeeeeeerereesreesessnesesenns Darby Greco
WAFDO Regional Affiliate Dir€Ctor” ...........ccuueeeveereesrereessssssesesesessanns Randy Treadwell
* Member of Executive Committee ¥Voting Board Member

2016-2017 AFDO Board-Appointed Advisors

Cynthia Culmo, Abbott Laboratories
Gerald Wojtala, International Food Protection Training Institute
Doug Saunders, The Coca-Cola Company

Nancy Singer, The Compliance-Alliance, LLC
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2016-2017 AFDO Committee Chairpersons

Administration Committee

Jessica Badour* (404) 656-3627
Georgia Department of Agriculture

19 Martin Luther King Jr. Dr. SW, Atlanta, GA 30334

Joe Corby (518) 860-2838
Association of Food & Drug Officials
jcorby@afdo.org

Foodborne Outbreak & Emergency Response
Committee

Alumni Committee

Dan Sowards*
rsowardsjr@austin.rr.com

(512) 282-2300

Nancy Singer (703) 525-9581
nancy@compliance-alliance.com

Drugs, Devices & Cosmetics Committee

John Misock* (240) 402-1423
US Food and Drug Administration
john.misock@fda.hhs.gov

Dennis Baker (214) 316-0037
(Retired) FDA Regional Food and Drug Director
dbakerjr@cebridge.net

Food Committee

Jim Melvin* (919) 733-7366
NC Dept. of Agriculture & Consumer Svcs.
jim.melvin@ncagr.gov

Byron Beerbower
MI Dept. of Agriculture
beerbowerb@michigan.gov

(517) 241-0934

Erik Bungo (804) 786-3520
VA Dept. of Agriculture & Consumer Svcs.
erik.bungo@vdacs.virginia.gov

Food Protection & Defense Committee

Jennifer Pierquet* (515) 577-3003
lowa Dept. of Inspections and Appeals
jennifer.pierquet@dia.iowa.gov

Gary W. Elliott (803) 896-0640
SC Dept. of Health & Environmental Control
Garyw.elliott@gmail.com

John Martin (803) 896-0640
U.S. Dept. of Homeland Security
John.D.Martin@hq.dhs.gov

Keith Payne
U.S. Dept. of Agriculture
Keith.payne@fsis.usda.gov

(202) 690-6522
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Alida Sorenson* (651) 201-6025
Minnesota Department of Agriculture
Alida.sorenson@state.mn.us

Mark Sestak (334) 206-5375
Alabama Department of Public Health
mark.sestak@adph.state.al.us

Brenda Holman (240) 402-1676
US Food and Drug Administration
brenda.holman@fda.hhs.gov

Industry Associate Membership Committee

Doug Saunders*
The Coca-Cola Company
Ricsaunders@coca-cola.com

(404) 676-5229

Cynthia Culmo
CC Consulting
ctculmo@gmail.com

(512) 694-5575

International & Gov’t. Relations Committee

LaTonya Mitchell* (303) 236-3016
FDA/U.S. Food & Drug Administration
Latonya.mitchell@fda.hhs.gov

Ken Moore
Health Canada
ken.moore@hc-sc.gc.ca

(416) 973-1452

Laboratory, Science & Technology Committee

Yvonne Salfinger* (904) 233-6710
FL Dept. of Agriculture & Consumer Svcs.
yhale@aol.com

Richelle Richter (425) 487-5301
US Food and Drug Administration
daniel.rice@fda.hhs.gov

Dirk Shoemaker (402) 471-8150
Nebraska Dept. of Agriculture
Dirk.shoemaker@nebraska.gov

Dan Rice (425) 487-5301
US Food and Drug Administration
daniel.rice@fda.hhs.gov
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Laws & Regulations Committee

Matt Colson* (850) 245-5544
FL Dept. of Agriculture and Consumer Svcs.
Matthew.colson@freshfromflorida.com

Steven Mandernach (515) 281-8587
IA Dept. of Inspection & Appeals
Steven.mandernach@dia.iowa.gov

Gary W. Elliott (803) 896-0640

SC Dept. of Health & Environmental Control
Garyw.elliott@gmail.com

Professional Development Committee
Laura Van Wagenen * (303) 692-3649
Colorado Dept. of Public Health & Environment
Laura.vanwagenen-birdsill@state.co.us

Shana Davis (859) 619-0640
Kroger
Shana.davis@kroger.com

Retail Committee
Angela Montalbano* (718) 722-2876
NY Dept. of Agriculture & Markets
Angela.montalbano@agriculture.ny.gov

Joseph Graham (360) 236-3305
Washington Department of Health
Joe.graham@doh.wa.gov

Kimberly Stryker (907) 269-7628
Alaska Dept. of Environmental Conservation

Kimberly.stryker@alaska.gov

Craig Nielsen (404) 656-3627
Georgia Department of Agriculture

Craig.nielsen@agr.georgia.gov

Elizabeth Nutt (918) 595-4301
Tulsa Health Department
eanutt@tulsa-health.org

Seafood Committee
Rita Johnson* (813) 929-1097
FL Dept. of Agriculture & Consumer Services
rita.johnson@freshfromflorida.com

Courtney Mickiewicz (757) 363-3905
VA Dept. of Agriculture & Consumer Services
Courtney.mickiewicz@vdacs.virginia.gov
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AFDO Regional Affiliates

Association of Food and Drug Officials of the Southern States
AFDOSS President Natalie Adan
Georgia Department of Agriculture
(404) 657-4801
Natalie.adan@agr.georgia.gov

Central Atlantic States Association
CASA President............ccceeeeeeiiieiiiiiiiieiiiiiiiieseeeesssesesessssessssssssssssssssssssssssees Erin Sawyer
New York State Department of Agriculture & Markets
(518) 457-5380
Erin.sawyer@agriculture.ny.gov

Mid-Continental Association of Food and Drug Officials
IMCAFDO PresSident ............eueeeeeeeennnnnnnnnnnnnnsssnsssnsssssssssssssssssssssssssssssssssssssses Melva Ball
Nebraska Department of Agriculture
(402) 471-6814
Melva.ball@nebraska.gov

North Central Association of Food and Drug Officials
INCAFDO President..............uueeeeueuneensnsnnnsssssssssssssssssssssssssssssssssssssssssssnes Kirsten Knopff
Minnesota Department of Agriculture
(651) 201-6271
Kristen.knopff@state.mn.us

North East Food and Drug Officials Association
NEFDOA President ...........uueeeiieiiiisnneeeisniisssssssessssssssssssssssssssssssssssanss Elisabeth Wirsing
Vermont Department of Health
(802) 951-0109
Elisabeth.wirsing@state.vt.us

Western Association of Food and Drug Officials
WAFDO President..............ueeeeiiiiiissinneeiiisiisssisnenissssnnssessnssmmssseessses Sarah Robbin
Cascade City-County Health Department
(406) 761-9883
srobbin@cascadecountymt.gov
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2016 AFDO Award Recipients

The Harvey W. Wiley Award is AFDO's most prestigious award. This year's recipient,
Richard Barnes, was honored for his outstanding service and devotion to the
administration of food, drug and consumer protection laws of our country. Mr. Barnes
was the Director, FDA’s Division of Federal-State Relations, from 1995 until his retirement
in 2010. He initiated the development of “eSAF” (electronic state access to FACTS) to
capture state contract data. He was the driving force behind the development and
implementation of the 50 state meeting, the 50 state conference calls, and the
Manufactured Food Regulatory Program Standards (MFRPS).

The Associate Member Award was presented to Julie Larsen, is a Principal Consultant
and Director of Inspection Readiness Services at BioTeknica, Inc., a quality and regulatory
compliance and engineering consulting firm in Coral Gables, Florida. Julie is a Certified
Quality Manager (CQM), a Medical Technologist (MTASCP) and has more than 25 years’
experience in quality assurance and compliance in the medical device and pharmaceutical
industries.

The 2016 Achievement Award was presented to Sarah Good, Technical Specialist with
the Virginia Department of Agriculture and Consumer Services. The Achievement Award
is annually bestowed to individuals who have demonstrated exemplary performance
within their field in their first five years of service.

AFDO awards three scholarships annually in the amount of $1,500 each. The "George M.
Burditt Scholarship", "Betsy B. Woodward Scholarship" and the "Denise C. Rooney
Scholarship" are each awarded to an undergraduate student in their third year of college
who has demonstrated a desire to serve in a career of research, regulatory work, quality
control, or teaching in an area related to some aspect of foods, drugs or consumer
product safety. This year's recipients were:

Genesis Casco, University of Southern California, PhD in Genetics

Joshua R. Smith, Colorado State University, B.S. in Biomedical/Mechanical Engineering
Molly Smith, University of Georgia, B.S. in Environmental Health Science
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2016 AFDO Resolutions

RESOLUTION NUMBER 2016-01

Submitted by: AFDO Board of Directors
Date: June 24, 2016
Concerning: FDA’s Use of Private Laboratories

Whereas, FDA is using and plans to use private laboratories for a variety of analytical
purposes including regulatory purposes, and

Whereas, AFDO believes the use of non-governmental private laboratories for
governmental regulatory work may have an adverse effect on public trust and consumer
confidence including the possibility for conflicts of interests, and

Whereas, the absence of standardization or certification of non-governmental private
laboratories could result in legal questions concerning government regulatory actions
and product recalls on U.S. food companies, and

Whereas, AFDO fully supports the use of appropriately standardized Food Emergency
Response Network (FERN) laboratories and other state laboratories that have achieved
ISO/IEC 17025 accreditation for purposes of increasing capacity, and

Whereas, state laboratories play a critical role in food protection as envisioned in a
nationally integrated food safety system, and

Whereas, the Food Safety Modernization Act (FSMA) only authorizes establishment of
third party certification for foreign third party laboratories and programs, therefore be it

Resolved, that AFDO requests FDA to explore appropriate authority to establish basic
criteria for domestic third party laboratories so that appropriate standards are
established as they are with state food laboratories, and

Be it further resolved, that AFDO recommends that FDA first utilize state FERN

laboratories or other state laboratories that have achieved ISO/IEC 17025 accreditation
for any domestic regulatory food testing when needed.
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RESOLUTION NUMBER 2016-02

Submitted by: AFDO Board of Directors
Date: June 24, 2016
Concerning: Costs for Analytical Samples

Whereas, AFDO strongly supports a nationally integrated food safety system that
utilizes the available resources of state and local government levels, and

Whereas, state and local governments have illustrated their support for a nationally
integrated food safety system, in part, by having their food testing laboratories meet
accreditation standards, and

Whereas, to be successful, a nationally integrated food safety system must include a
willingness of all government partners to share analytical data from a robust
surveillance system that includes environmental and finished product testing, and

Whereas, the cost of collecting and analyzing environmental and finished products can
inhibit state and local agencies from doing this sampling, and

Whereas, state food safety programs will be relied upon by FDA to assist them in
meeting the mandates of the Food Safety Modernization Act (FSMA), therefore be it

Resolved, that AFDO request FDA to consider possible funding mechanisms to state and
local government food laboratories that perform environmental or finished product
testing relating to the surveillance of food, and be it further

Resolved, that AFDO request FDA to work with them in developing work plans to assure

state and local food laboratories are properly utilized to assure adequate coverage of
food commodities
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RESOLUTION NUMBER 2016-03

Submitted by: AFDO Board of Directors
Date: June 24, 2016
Concerning: Decrease in FDA Contract Inspections for States

Whereas, FDA and the states have a long tradition of working closely together through
formalized contracts, partnerships, and cooperative agreements, and

Whereas, these efforts have had a positive effect on addressing the workload
challenges of FDA while providing funding to states to assist them in building
infrastructure and standardized programs, and

Whereas, during FY2015 states performed 9,365 FDA contract inspections accounting
for 56% of the total number of inspections reported by FDA, and

Whereas, states must maintain FDA inspection contracts in order to meet Manufactured
Food Regulatory Program standards, and

Whereas, passage of the Food Safety Modernization Act (FSMA) will result in the
creation of more inspection work to be conducted, and

Whereas, FDA has publicly stated it is interested in shifting more domestic inspections
to the states allowing FDA to devote more of their attention to international work, and

Whereas, it is unclear whether FDA intends to hire more field inspectors to do domestic
inspections, and

Whereas, states are reporting that some FDA Districts have significantly decreased
contract inspections to states at a time when workload is increasing, therefore be it

Resolved, that AFDO request FDA to clarify, as specifically as possible, its policy position
on state contract inspections as it relates to joint work planning and leveraging of state
resources, and

Be it further Resolved, that AFDO advises FDA of the need for better coordination,
consistency, guidance, and monitoring of work planning between FDA Districts and
states to ensure efficient use of limited resources, and maintain adequate inspection
coverage and public health protection.
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RESOLUTION NUMBER 2016-04

Submitted by: AFDO Food Committee
Date: June 24, 2016
Concerning: Marijuana Infused Edibles

Whereas, health risks associated with marijuana infused edibles have been thrust into
the national spotlight, and

Whereas, studies have suggested an association between marijuana infused edibles and
psychological disturbances, and

Whereas, the potential risks associated with the rapid consumption of marijuana
infused edibles can be compounded by its delayed effects, and

Whereas, consuming multiple servings of marijuana infused edibles, especially at one
sitting, has an additive effect for potential psychological effects, with the possibility for
over sedation that can lead to paradoxical or unusual reactions that can trigger intense
anxiety, paranoia, or even frank psychosis, and

Whereas, the safety of marijuana infused edibles can be compromised by potential
adulteration with other illicit substances or drugs of abuse, and

Whereas, AFDO recognizes the importance of reinforcing the need for packaging and
labeling rules that edibles contain no more than 10 mg of THC and have clear
demarcation of each 10 mg serving, and

Whereas, CDC clearly recognizes the danger of marijuana edibles by suggesting, “a need
for improved public health messaging to reduce the risk for overconsumption of THC”,
and

Whereas, the history of food and drug law illustrates the critical need for federal
oversight through technical assistance to the states, guidance to manufacturers,
information to consumers, and, where necessary, national legislation, therefore be it

Resolved, that AFDO request FDA to clarify, as specifically as possible, its policy position
on marijuana infused edibles, and

Be it further Resolved, that AFDO advises FDA of the need for federal leadership on the
matter of marijuana infused edibles and for providing guidance and technical assistance
to the states on appropriate regulatory intervention in order to avoid the creation of a
patchwork of state regulations covering this issue.
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About the Authors

John Avallanet, is the founder of Cerulean Associates LLC. He served as the industry
expert reviewer for the international standard, BSI 10008 Evidential Weight and Legal
Admissibility of Electronic Information (2015). In 2014, he co-authored the book,
Pharmaceutical Regulatory Inspections, with several current and former regulatory
agency officers, and his industry classic, Get to Market Now! Turn FDA Compliance into
a Competitive Edge in the Era of Personalized Medicine (2010), was originally featured
at BIO 2011. He has served on behalf of the US Department of Justice overseeing a
multimillion dollar consent decree and was the lead author of several certification
courses for the US Regulatory Affairs Professional Society.

Barbara Cassens, is the Director for the Office of Partnerships within FDA’s Office of
Regulatory Affairs. She has held this position as the acting director since February
2013, and as the permanent position since 2016. Her office supports enhanced
investments in federal-state-local collaboration, integration and manufactured human
and animal food standards. Ms. Cassens has been with the U.S. Food and Drug
Administration since 1990 starting as a field investigator and then assuming the roles
of marine biotoxin coordinator, dairy specialist, Pacific Region Cooperative Programs
Director and San Francisco District Director. Her past work has included a number of
federal-state integration projects such as joint work planning and development of the
first federal-state food emergency response team, CALFERT. She also leads a Food
Safety Modernization Act (FSMA) team in implementation of inspection and
compliance portions of the rule. In 2010, she was lead of a multi-disciplinary FDA team
for designing new approaches to inspections and compliance within the foods program.
Prior to joining the federal government, Ms. Cassens worked as a food technologist and
program manager in research and development/quality assurance for Nestle, Dole
Packaged Foods, and John Labatt Limited. She holds a Bachelors of Science Degree,
Food Science Curriculum, from lowa State University. Ms. Cassens is former president
of the Western Association of Food and Drug Officials and is active in the parent
organization, AFDO, as well as being a member of the Institute of Food Technologists
and the International Association for Food Protection.

Amy Chang, For the last several years, | have successfully worked on several federally
funded cooperative agreements applying my skills in project planning, coordination,
and promotion to food safety environmental health service projects. | have been
responsible for balancing multiple priorities while working with local health
departments to support their efforts around food safety and environmental health
services. | have served as a key personnel working on the FDA-NACCHO Cooperative
Agreement, “Strengthen and Promote the Role of Local Health Departments in Retail
Food Safety Regulation” for over four years. Some of my numerous responsibilities for
the cooperative agreement have included coordinating, planning, and providing
technical assistance for the Mentorship Program for the Retail Program Standards,
connecting public health accreditation to the FDA Retail Program Standards, and
conducting case studies on retail food establishment scoring, grading, and placarding
systems.
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Also in my current position as Program Analyst for NACCHO, | am responsible for
tracking current Food Safety issues and policies. | synthesize research findings and then
draft and/or revise materials based on findings. | routinely communicate with local
health department staff via e-mail, distribution lists, and the NACCHO Web site
regarding requests for information, funding opportunities, conferences, training
opportunities and other information. | have coordinated and hosted webinars venues
on project specific topics. | continue to represent NACCHO through presentations to
promote projects at meetings and conferences.

Paul Dezendorf, Ph.D., has worked as a university faculty member for the past twenty
years. His current responsibilities include teaching research methods in a Master of
Health Sciences program where he mentors early career professionals working to
complete their master’s research project and publication. He also teaches grant writing
and public sector public relations in a Masters of Public Administration program. He
has completed twenty-four grant-funded trips abroad, primarily to Russia, including a
Fulbright Scholar year in Moscow. His academic background includes a doctorate in
Public Health, an MBA in Entrepreneurship, an MSW, and a graduate certificate in
gerontology.

Dr. Daniela Drago, is an Assistant Professor and the Program Director of Regulatory
Affairs for George Washington University’s School of Medicine and Health Sciences.
She has extensive experience in global regulatory affairs encompassing the US, Europe,
Asia Pacific and Latin America. Prior to joining academia, she worked in the
pharmaceutical and medical device industry for companies ranging in size from start-
ups to Fortune 500. Her experience includes regulatory compliance, strategy and
writing. Dr. Drago has written and reviewed a number of global regulatory submissions,
participated in numerous meetings with regulatory agencies, and provided strategic
regulatory advice. During her tenure in industry, Dr. Drago trained regulatory, quality
and sales personnel.

Dr. Stephen Ostroff, served as FDA's Acting Commissioner until February 2016.
Previously, he was FDA’s Chief Scientist, where he was responsible for leading and
coordinating FDA's cross-cutting scientific and public health efforts. The Office of the
Chief Scientist works closely with FDA’s product centers, providing strategic leadership
and support for FDA’s regulatory science and innovation initiatives.

Dr. Ostroff joined FDA in 2013 as Chief Medical Officer in the Center for Food Safety
and Applied Nutrition and Senior Public Health Advisor to FDA’s Office of Foods and
Veterinary Medicine.

Prior to that, he served as Deputy Director of the National Center for Infectious
Diseases at the Centers for Disease Control and Prevention (CDC). He retired from the
Commissioned Corps of the U.S. Public Health Service at the rank of Rear Admiral
(Assistant Surgeon General).

Dr. Ostroff was the Director of the Bureau of Epidemiology and Acting Physician

General for the Commonwealth of Pennsylvania and has consulted for the World Bank
on public health projects in South Asia and Latin America.
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Dr. Ostroff graduated from the University Of Pennsylvania School Of Medicine in 1981
and completed residencies in internal medicine at the University of Colorado Health
Sciences Center and preventive medicine at CDC.

He is a fellow of the Infectious Disease Society of America and the American College of
Physicians, and prior to assuming the role of FDA’s Acting Commissioner, he chaired
the Public Health Committee of the American Society for Microbiology’s Public and
Scientific Affairs Board.

Craig Kaml, Ed.D, Vice President of Curriculum, International Food Protection Training
Institute (IFPTI): Dr. Kaml is responsible for all development and delivery of curriculum
at IFPTI. Prior to IFPTI, Dr. Kaml was Associate Dean of Extended University Programs,
Director of the Distance Education Department, and Interim Associate Provost of
Extended University Programs at Western Michigan University. Prior to that, he was
Assistant Director of Distance Learning East Carolina University. He holds an Ed.D. in
Educational Leadership, an M.A.in education (M.A.Ed) in Instructional Technology
Specialist-Computers, both from East Carolina University, and a BS in Computer
Information Systems from North Carolina Wesleyan College.

Jennifer Li, is the Senior Director for Environmental Health and Disability at the
National Association of County and City Health Officials (NACCHO). She oversees
environmental health projects, including climate change, environmental health
practice, environmental public health tracking, health impact assessment, health in all
policies, healthy community design/built environment, food safety and defense, vector
control, water quality, health and disability, etc. She also has experience in chronic
disease, informatics, and preparedness. She is primarily responsible for ensuring that
environmental health and disability programs and services at the local level are
enhanced through NACCHOQ’s activities, sustaining an effective knowledge base of
current environmental and health and disability programs, policies and priorities
among practitioners, representing environmental health and disability issues and
priorities within strategic planning discussions, providing leadership for long-term
planning related to NACCHO’s work, and working to secure sufficient resources for
NACCHQ'’s environmental health and disability activities.

During her tenure at NACCHO, she has represented the organization on the National
Environmental Health Partnership Council, Environmental Public Health Coalition, and
served on various committees, including Environmental Health Conference Planning
Committee (Present), National Environmental Public Health Conference Planning
Committee (2009), National Healthy Homes Conference Planning Committee (2010-
2011), and Disability and Health Partners Meeting Planning Committee (2010-2011).
Jennifer also became a scholar of the Mid-Atlantic Health Leadership Institute,
sponsored by the Johns Hopkins Bloomberg School of Public Health (2006).

Jennifer obtained her Masters of Health Sciences from Johns Hopkins Bloomberg
School of Public Health with a focus in Environmental Health Sciences. She also holds
a Bachelor of Science from University of Michigan with a concentration in Natural
Resources and Environmental Policy.

Carl Mayes, is currently the Assistant Administrator (AA) for the Office of Investigation,
Enforcement and Audit (OIEA) in the Food Safety and Inspection Service (FSIS) at the
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United States Department of Agriculture (USDA). He leads the Agency’s surveillance
and investigation activities for incidents of foodborne illness outbreaks, recalls, natural
disasters and intentional contamination. Mr. Mayes also oversees state and foreign
audit programs and enforcement and litigation functions for FSIS. Prior to joining FSIS,
Mr. Mayes worked for the Defense Intelligence Agency (DIA), serving as the Mission
Application Division Chief for Counterintelligence (CI) and Human Intelligence
(HUMINT) software applications. Previously, Mr. Mayes spent 21 years in the United
States Air Force (USAF), where the majority of his time was spent with the Security
Forces and supporting Command, Control, Communications, Computers, Intelligence,
Surveillance and Reconnaissance (C4ISR) activities.

Dr. Susan Mayne, is the director of the Center for Food Safety and Applied Nutrition
(CFSAN) at the Food and Drug Administration (FDA). In this position, Dr. Mayne leads
the center’s development and implementation of programs and policies related to the
composition, quality, safety, and labeling of foods, food and color additives, and
cosmetics.

An internationally recognized public health leader and scientist, Dr. Mayne received a
B.A. in chemistry from the University of Colorado. She earned a Ph.D. in nutritional
sciences, with minors in biochemistry and toxicology, from Cornell University.

She comes to the FDA from Yale University, where she was the C.-E.A. Winslow
Professor of Epidemiology. Her distinguished career there includes two leadership
positions: chair of the Department of Chronic Disease Epidemiology and associate
director of the Yale Cancer Center.

Dr. Mayne has conducted extensive research into the complex role of food, nutrition,
and other health behaviors as determinants of chronic disease risk. She is author or
coauthor of more than 200 scientific publications.

She recently completed two consecutive terms on the Food and Nutrition Board of the
National Academy of Sciences, and a five-year term on the Board of Scientific
Counselors for the U.S. National Cancer Institute. She also served on a nutrition
advisory committee for the FDA. She has worked closely with other government
agencies, including the U.S. Department of Agriculture, on developing practical
applications of research.

Denise Miller, since 2011 has served as the Instructional Design Manager, the Quality
Assurance Manager, and, currently, the Staff Writer at IFPTI. She is currently
spearheading IFPTI’s latest book project based on the Advanced Level of the Main
Curriculum Framework for food and feed protection professionals; writing internal
Standard Operating Procedures and the Annual Report; and collaborating with IFPTI
leadership to write journal articles focusing on IFPTI’s thought leadership and
knowledge generation.

For nine years Ms. Miller served in the programming department at Grand Rapids
Opportunities for Women (GROW) in Grand Rapids, Michigan. As the Program Manager
for the Minding Your Own Business (MYOB) program and later as the Program Director
at GROW, she provided business training and counseling, facilitating seminars and
overseeing the development, marketing, and delivery of GROW’s business programs
targeting socio-economically disadvantaged women in west Michigan.
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Previously, she served as the Assistant Director of International Programs at Kalamazoo
College, overseeing the Africa-based study abroad programs (Kenya, Sénégal, and
Zimbabwe), as well as marketing Kalamazoo College’s study abroad programs
nationwide. Ms. Miller delivered pre-departure and re-entry workshops and programs
and edited the journal of students’ study abroad reflections and photography, The
Atlas, as well as the program-specific “Cultural Guidebooks.” She directed the
implementation of an Andrew W. Mellon Foundation grant to establish three
consortium-based study abroad programs in Ecuador, England, and South Africa,
through the collaboration of Bowdoin, Bates, and Colby Colleges in Maine.

Melinda Plaisier, is Associate Commissioner for Regulatory Affairs at the Food and
Drug Administration. She has responsibility for over 4,000 staff and operations in the
Office of Regulatory Affairs (ORA), Global Regulatory Operations and Policy. ORA has
responsibility for imports, inspections and investigations, compliance and
enforcement, and field laboratory operations.

ORA supports FDA's product centers by inspecting regulated products and
manufacturers, analyzing samples of regulated products, reviewing imported products
offered for entry into the United States, and responding to public health emergencies.
ORA also works with other Federal, State, Local, Tribal and Territorial, as well as foreign
regulatory counterparts to further FDA's mission.

Mrs. Plaisier began her career in public policy, working in the U.S. Congress for over a
decade. She joined FDA in 1995, spending more than 13 years in the Office of the
Commissioner, where she served as the Associate Commissioner for Legislation,
providing executive leadership in directing and managing the agency's congressional
relations and legislative activities. She also served as the Associate Commissioner for
International Programs, where she focused on negotiating international agreements
and working with developing nations.

Prior to becoming Associate Commissioner for Regulatory Affairs, she served as the
Regional Food and Drug Director (RFDD) for the Central Region. As the RFDD, she
provided executive leadership in directing and managing the programs of FDA within
the 15 states of the Central Region. Throughout her tenure in government she has
been recognized for her leadership and management contributions with numerous
agency honor awards, including FDA's highest award, the Award of Merit. In 2004 and
again in 2009, Mrs. Plaisier was awarded the Presidential Meritorious Rank Award for
exceptional long-term accomplishments in the Senior Executive Service.

Nancy Singer, founded Compliance-Alliance LLC in 2004 to specialize in the professional
development for FDA and industry staff. Previously she served as the Special Counsel
for the Advanced Medical Technology Association. Nancy received Vice President
Gore’s Reinventing Government Hammer Award and the FDA Commissioner’s Special
Citation. She began her career as an attorney with the United States Department of
Justice doing litigation for FDA enforcement cases. Subsequently, she was a partner at
the law firm of Kleinfeld Kaplan and Becker. Nancy is on the faculty of George
Washington University Medical School and Health Sciences and is a retired commander
in the Naval Reserve.
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Stan Stromberg, is currently employed by the Oklahoma Department of Agriculture,
Food, and Forestry, where he is the Food Safety Division Director. He received a B.S. in
Animal Science from the University of Arizona. Following graduation he was employed
by a national meat packing company for 13 years, where he worked in sales, product
management and plant management. He was self-employed for three years in the food
manufacturing business. He has been employed by the Oklahoma Department of
Agriculture, Food and Forestry in a regulatory capacity for over 29 years. He began his
career with the Oklahoma Department of Agriculture, Food, and Forestry as a meat
inspector. He progressed to a meat inspector supervisor, the meat inspection program
coordinator, the Director of the Meat and Poultry Inspection Program, and the Director
of the Food Safety Division. In his current position he has overall responsibility for the
dairy inspection program, the egg inspection program, the egg, poultry and red meat
grading program, the meat inspection program and the organic certification program.

He served as a member of the USDA National Advisory Committee on Meat and Poultry
Inspection for two terms of two years each. He is also the past president of the National
Association of State Meat and Food Inspection Directors and is currently the president
of the Association of Food and Drug Officials. He is also the PFP Training and
Certification Work Group co-chair.

Christopher Weiss, Christopher Weiss, Ph.D., has been working in the non-profit sector
over the past 15 years in areas related to food safety and consumer education and
advocacy. Weiss spent 12 years with a non-profit association devoted to food allergy and
anaphylaxis awareness, where he served as Vice President of Advocacy and Government
Relations. During his tenure there, he helped enact significant laws such as the Food
Allergen Labeling and Consumer Protection Act, which mandated allergen labeling
requirements on the food manufacturing industry, and Section 112 of the Food Safety
Modernization Act (FSMA), which called for the creation of national food allergy
management guidelines for schools and early childhood education centers in the U.S. For
the last three years, Weiss has worked at the International Food Protection Training
Institute (IFPTI) in Battle Creek, Michigan, where he has played a key role in helping the
U.S. Food and Drug Administration use the IFPTI curriculum development process to
create a competent regulatory workforce across the U.S. in furtherance of the integrated
food safety system as envisioned by FSMA. Weiss has also contributed to the
development and dissemination of a variety of IFPTI publications, including peer-
reviewed journal articles, organization annual reports, newsletter articles, and IFPTI’s first
book, Regulatory Foundations for the Food Protection Professional, which represents the
first time that all food safety content areas necessary for Entry Level Food Protection
Professionals have been covered in one publication. During his career, Weiss has
collaborated with federal agencies such as FDA, USDA, and CDC; international
organizations such as WHO; and representatives from the food industry and consumer
groups.
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President’s Address
Stan Stromberg
Oklahoma Department of Agriculture, Food and Forestry
AFDO 120 Annual Educational Conference
Pittsburgh, PA — Sunday, June 26, 2016

It is a great honor for me to be standing here this evening speaking to you as the AFDO
president. When | was preparing this presentation, | thought back to the first AFDO
Annual Educational Conference | attended in 2008 in Anaheim, CA. The president was
Steve Steingart with the Allegheny County Health Department, the president-elect was
Jerry Wojtala with the Michigan Department of Agriculture and the vice-president was
Ron Klein with the Alaska Department of Environmental Conservation. Are any of those
names familiar? My introduction to AFDO was a little unusual. Ralph Stafko was the
USDA advisor to the AFDO Board at the time. Ralph was also the FSIS liaison to the State
Meat and Poultry Inspection Programs. | was the vice-president of the National
Association of State Meat and Food Inspection Directors then. Ralph contacted me and
asked if | would be interested in attending the AFDO Conference if all my expenses were
covered. | agreed and then he said “Oh, by the way, you will be the chair of the Meat and
Poultry Committee”. | have not missed an AFDO Annual Educational Conference since. |
believe that AFDO is an exceptional organization whose members are dedicated food and
drug safety professionals who are interested in helping each other ensure a safer food
and drug supply. It is very satisfying that | have been able to be a part of this group and
have been able to contribute to the organization. It is my hope that someone who is here
today as a first-time attendee will someday be standing up here as the AFDO President.

This last year has been a whirlwind of activity for me. It is hard for me to believe that a
year has passed since | assumed the AFDO presidency at the close of the Annual
Educational Conference in Indianapolis. | had the pleasure this last year of attending all
6 of AFDO’s affiliate meetings starting with last year’s conference in Indianapolis that was
hosted by NCAFDO. This was followed by the AFDOSS Conference in Gatlinburg, TN, the
WAFDO Conference in Helena, MT, the MCAFDO Conference in Branson, MO, the CASA
100t Annual Conference in King of Prussia, PA, and the NEFDOA Conference in Saratoga
Springs, NY. In addition, | represented AFDO at a number of other meetings around the
country, including the Seafood HACCP Alliance Meeting in Baltimore, the FSIS Office of
Outreach Employee Education and Training (OOEET) All Hands Meeting in Washington,
the FDA Training Summit in Rockville, MD and the Food Safety Summit in Chicago.

During this last year we have seen huge changes detailed in the FDA FSMA Final Rules that
will have a major impact on the future food production landscape. Not only are we going
to take a new approach to the regulatory process for food products, we are soon going to
be regulating fruit and vegetable farming operations that many of us have never done
before. This began last September when the “Current Good Manufacturing Practice and
Hazard Analysis and Risk Based Preventive Controls for Food for Animals” and the
“Current Good Manufacturing Practice and Hazard Analysis and Risk Based Preventive
Controls for Human Food” Final Rules were published. In November, the “Food Supplier
Verification Programs for Importers of Food for Humans and Animals”; the “Standards for
the Growing, Harvesting, Packing, and Holding of Produce for Human Consumption”; and
the “Accredited Third-Party Certification” Final Rules were published. In April of this year
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the “Sanitary Transportation of Human and Animal Food” Final Rule was published. And
in May, the “Focused Mitigation Strategies to Protect Food Against Intentional
Adulteration” Final Rule was published. These six Final Rules did not leave many stones
unturned in the food production world.

Since 1998, AFDO has been calling for the creation of a nationally integrated food safety
system. In order to successfully implement these six FSMA Final Rules, all of us that are
involved will need to redouble our efforts in this arena. We have all seen great strides
made to attain this goal. The efforts undertaken and the progress that has been made by
the FDA’s Partnership for Food Protection and its committees have been phenomenal.
Many AFDO members have served in important roles on the PFP and its committees since
its inception. When you hear the reports of the successes that have occurred in states
that have Rapid Response Teams where different agencies worked cooperatively on an
investigation and in situations where agencies that were not a member of a Rapid
Response Team, but they still worked together in a cooperative manner with other
agencies, with each party bringing their own expertise and skill sets to the table which
resulted in a more effective investigation, you realize that we are making progress. In
spite of all these advances, we still have not attained the goal of a nationally integrated
food safety system.

To continue to make progress towards the goal of a nationally integrated food safety
system, many of us are going to need to make some changes that may be uncomfortable
for us. Many of you have heard me talk before about the need to eliminate turf claims,
to get out of our silos, and open lines of communication with our partner agencies. At
this point | want to stress the importance of the concept that communication is a two-
way process. Unfortunately some people believe that communication is when they speak
and the other person listens and is not allowed to provide feedback or their feedback is
disregarded. This is not communication, it is dictation. Two-way communication is the
key to the development of a mutual trust between agencies and the personnel who work
within them. Listening is a critical component of communication. If the mutual trust is
not developed where agencies and personnel within them are willing to share data or feel
that they can rely on the accuracy of the data they receive from another agency to make
informed, supportable decisions we will never be able to reach our goal of a nationally
integrated food safety system. | encourage each of you to make a personal commitment
to advance efforts for the attainment of a nationally integrated food safety system.

I would like to highlight some of AFDO’s achievements this last year.

e AFDO continues to have monthly conference calls with FDA’s Office of
Partnership where we have frank conversations about issues that need to
addressed or resolved.

e AFDO continues to play a major role in the Seafood HACCP Alliance

e  The Directory of State and Local Officials has been updated to include state
dairy contacts, state shellfish contacts, and the FSIS Directory of Meat, Poultry
and Egg Products Establishments

e  Three new guidance documents are being developed for shared kitchens, wild
mushrooms and allergen control at retail

e  AFDO is offering $1,700/Affiliate for future leaders to attend the AFDO Annual
Educational Conference
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e AFDO will fund one person per Affiliate to attend the Train the Trainer courses
for Preventive Controls and Produce Safety
e  Voluntary National Retail Food Regulatory Program Standards Grant
o  Total number of awards Made: 350
= 294 |ocal jurisdictions
= 53 state jurisdictions
= 3tribaljurisdictions
o Total amount of funding awarded: $1,975,363
e  Manufactured Food Regulatory Program Alliance Meeting was held in Louisville,
KY, February 1 -4, 2016
e  AFDO presented an Integration Forum at the Food Safety Summit in Chicago on
May 8, 2016 that was both well attended and well received.
e Grants and Cooperative Agreements that are being managed by AFDO:
o Alliance for Advancing a National Integrated Food Safety system
o  Building an Integrated Laboratory System to Advance the Safety of
Food and Animal Feed
o Designing a Voluntary National Retail Food Regulatory Program
Standards in Support of a National Integrated Food Safety System
o Food Code Tracking Contract
o NASDA Produce Safety Implementation
e AFDO is continuing to meet with FDA to discuss initiatives and innovative
methods to enhance training delivery capacity.

| would like to thank all the AFDO staff, Krystal, Randy, Patty, Pat and Jessy for all the help
they have provided to me this last year. Anytime | needed anything they were all quick
to make it happen. | also want to recognize Joe Corby for his advice and guidance during
this period. In addition the AFDO Officers, Board Members, Advisors, and Committee
Chairs have gone out of their way to be helpful in any way they could. | can’t leave out
my wife, Susan who has always been supportive of my involvement in AFDO. She was the
one who was home alone when | had to travel. Finally, | would like to thank my agency,
the Oklahoma Department of Agriculture, Food, and Forestry and Mr. Jim Reese, the
Oklahoma Secretary of Agriculture who has been very supportive of my participation in
AFDO.

AFDQO’s Vision Statement is; “Promoting Public Health, Fostering Uniformity, and
Establishing Partnerships”. AFDQ’s mission is to successfully foster uniformity in the
adoption and enforcement of science-based food, drug, medical devices, cosmetics and
product safety laws, rules, and regulations. Please keep these two statements in mind
during this meeting and then take them home with you when you return to your job. |
would also encourage you to become active in one of AFDO’s many committees, many of
the activities or initiatives that our organization undertakes began in an AFDO Committee.
I would also urge those of you who can devote the time, to consider running for an elected
office. The strength of AFDO is built on the commitment and efforts of its members. |
can tell you from personal experience that | have gained a tremendous sense of
accomplishment and satisfaction by being associated with and being able to contribute
to such an outstanding organization.
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I will repeat what Steve Stich said in his closing last year because he said it so well. “It has
been an extreme honor and privilege to serve you, AFDO’s members, and represent this

fine association as President.”

Thank you.

Hit#
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Glenn W. Kilpatrick Address
Barbara Cassens
Director, Office of Partnerships, Office of Regulatory Affairs, FDA
Character, Commitment and Community
AFDO 120 Annual Educational Conference
Pittsburgh, PA — June 26, 2016

When Steve Stich called to offer this speaking opportunity to me, | was extremely
humbled to be asked to give the Glenn W. Kilpatrick Memorial Address and the
opportunity to honor such a noteworthy leader and man of vision. You see, |
remember when | first joined FDA in 1990. | was coming from ten years working in the
food industry, in research and development, and really did not know much about AFDO.
My first AFDO Annual Educational Conference was in 1991. As | sat in the audience that
afternoon, like some of you here now, | listened to Tom Messenger, Director, Colorado
Department of Health, give this address. | thought to myself, wow, he must be a very
important person in this organization to be chosen to honor Mr. Kilpatrick at such an
important occasion. | had no earthly idea at the time that | would be standing in front
of you today, giving this address. It is an exceptional honor and truly a highlight of my
public health career.

Reflecting back on Mr. Glenn Kilpatrick, | did some research into his life, what he
experienced, and thought about what might have made him tick. As | speak today, |
will focus some of my comments directly to Mr. Kilpatrick. Now, if he should answer
me this afternoon... well, that will definitely make this an address that you all might well
remember in the years to come!

Glenn Kilpatrick embodied the attributes of those who grew up during the difficult
1930s. He later served in the armed forces of the 1940s, specifically as a pilot in the
Army Air Corps where he received several prestigious military awards. Glenn was one of
those special people that Tom Brokaw referred to as the “Greatest Generation.” | can
personally relate to this as my father lived through these times. He worked and
struggled during the depression and later served over 4 years in the army before coming
home with the rank of sergeant. This experience of my youth has enabled me to relate
to the strength and character of Glenn Kilpatrick.

Glenn’s insight into the strength of all agencies; federal, state, international and local,
working in concert, hold even truer today. Glenn understood that even when we are
doing our job individually we are still working together. If we could ask Glenn how he
accomplished the extraordinary things he did, | believe he would not refer to himself as
being extraordinary. | believe he saw himself as an ordinary person doing his job the
best that he could.

Glenn joined the FDA in 1970 from his position of the Director of Food and Drugs in
Utah. Let’s all reflect a moment as to where each of us was in 1970...and | know there
are some of you in this audience who were not yet even born. Personally, in 1970 |
was in sixth grade and planned to be a veterinarian. It would not be until a decade later
that | would enter the work force as a food scientist. As each of you reflects on your
career, | would believe you would agree there have been changes you could not have
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foreseen or imagined, and those events took you on a road not expected, but offered
new opportunities.

Glenn came to FDA, Division of Federal-State Relations (now known as Office of
Partnerships) with an extraordinary vision of advancing states role in public health and
enhancing integration at all levels. He championed the NRTSN communication system
for real time communication from FDA to state and local public health partners. Today
we use email, web posting and 50 state calls to do much of the same and we have
improved our two-way communication and collaboration with forums such as the
MPFRPS Alliance. In many ways | hope that, in my current role, | am carrying on his
legacy.

Now let’s think about from where we have come since 1970:

e We have a law, FSMA (Food Safety Modernization Act), passed in 2011, that
mandates integration of public health regulatory programs;

e The local, state, territorial and tribal public health partners have invested their
talents and energy in adopting program standards (retail, manufactured human and
animal food), a robust quality systems program, so that confidence in their public
health program is shared across jurisdictions; and we rely on a community of
associations to help FDA assess and enhance these standards;

e  Our state regulatory partners currently conducted 60% of the human food
inspections and 80% of the animal food inspections on behalf of FDA this past year;

e  We have advanced the Partnership for Food Protection (PFP) and their seven work
groups through increasing the breadth of membership, in both the workgroups and
governing council, and establishing a six-year strategic plan to guide our collective
integration efforts;

e  Office of Partnerships alone has increase our investments in our partners from $25
million dollars in 2009 to $100 million dollars in 2016; with additional increases
anticipated in 2017; and our ORA sister organization, DHRD, has invested multi-
millions of dollars toward training of our public health partners alone and collectively
with FDA staff;

e This year we are investing in over $19M to support many state/territorial public
health agenciesin order to help implement the produce safety rule; thisis the largest
single cooperative agreement in the history of FDA Office of Regulatory Affairs
(ORA), collaborating with NASDA, ASTHO and AFDO;

e  Eighteen federal-state rapid response teams (RRT) are funded across the country
that have proven to be not only a significant investment in joint emergency response
and capacity building at all levels, but in increased collaboration through relationship
building and mutual understanding;
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e  We have increased investments in laboratory sciences at the state and local levels to
enhance food emergency response, support lab accreditation, two-way data
exchange and build a laboratory network of support across the United States;

e We have enhanced support to, and visibility of, our three state cooperative
programs (milk, retail, shellfish) which provide a level of public health protection
impossible for FDA to do alone; and

e  Most recently, we launched three mutual reliance pilots which will help inform the
practices, policies and further investments needed to advance integration.

These examples are only to name a few.

So let me share with you three key things | learned about the man, Glenn W. Kilpatrick,
related to a) Character; b) Personal Commitment; and Community.

Character

Glenn, many remember you as a great orator; someone who could “wax poetically”
about state and local engagement in an integrated system. In a 1992 interview with
Robert A. Tucker, Director of State Program Coordination Branch, in FDA Division of
Federal-State Relations, he commented and | quote “Glenn was an eternal extrovert,
optimist and marvelous impromptu speaker. We used to have a lot of planning sessions
where Glenn would lead extensive discussions. As one of the grunts, | used to think,
well, Glenn, this is great, but we’re going to use all our time up talking about this before
we get down to getting the work done. But we always, somehow got it done anyway
and with the benefit of a strategy that Glenn had developed.” Glenn, you had the
confidence and poise to express your thoughts with clarity and utmost conviction. But
it wasn’t just when you addressed an audience at the podium that your gift to clearly
communicate was shown; it was in the day-to-day personal interactions with others.
You knew what to say to inspire others to reach their personal best.

Personal Commitment

Glenn, you demonstrated your personal commitment to advancing public health early
on through the way you brought a passion to the work place. You were not discouraged
by professional set-backs and actually used such events to springboard to new ideas. In
1970, when you joined FDA, there were a limited number of state investments, mostly
contracts focused on doing thing one way. Now we recognize that different approaches
can achieve a similar public health outcome and that these approaches are not only
acceptable but beneficial. We also have learned that through investing in foundational
pieces, such as program standards and ISO accreditation, we build confidence in each
other’s work. | hope you are impressed that today we have hundreds of state programs
and local jurisdictions enrolled in program standards and have invested millions of
dollars over the last eight years alone to support contract work, lab accreditation and
federal-state initiatives. And for you, that personal commitment to excellence
extended beyond your job; it was part of your family and community life. Which leads
me to community...
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Community
Glenn, you are remembered for saying “what about the states?” Your goal was to keep

state needs front and center while advancing federal-state relations across the country.
You championed greater involvement by FDA with associations such as AFDO. But you
also had a strong respect for community and how only through working together in the
spirit of organizations such as AFDO and its affiliates we could reach our public health
goals. As we gather here tonight to kick off the 120t AFDO Annual Educational
Conference, help us all — state, local, territorial, tribal, international and federal public
health entities; industry and academia remember that working together hand-in-hand
makes us successful in reaching the goals of an integrated food and medical products
safety system.

May we all bring that spirit of strong character, personal commitment and celebration
of community to our day-to-day lives.

As | have said more than once, we are on a journey to an integrated food and medical
products safety system. And if we look back over our shoulder, the road has been long
with twists and turns including resource surpluses and deficits, and a few set-backs
along the way. Yet when we look ahead, we can see great leaders like Glenn W.
Kilpatrick urging us to stay true to the course. We have enjoyed the successes and
weathered the set-backs. We know there will be rainy days, when things aren’t always
so bright; but because of the bridges and relationships we have built, and thanks to the
activities fostered through associations such as AFDO, we know we can make it through
together.

In closing, | want to share a picture with you all. (Slide) This is my father standing on
our family farm in 1957, approximately four months before | was born. | keep this on
my desk with a caption under it which reads “Two things you should never forget; where
you are going, and from where you came.” As an optimist | believe Glenn Kilpatrick
would have embraced that belief as well. And Glenn, | do believe you are watching us
today and are proud for what you initiated decades ago.

Again, thank you for allowing me to honor Mr. Glenn W. Kilpatrick tonight, and thank
you for your work every day toward an integrated public health system. Let’s enjoy
another successful conference here in Pittsburgh and take the time this week to reflect
on the vision Glenn imparted to us so many years ago.

| believe Glenn would be very okay by us finishing with the ending of Garrison
Keillor’s Prairie Home Companion Show:

“Be well, Do good work, and Keep in touch”
Acknowledgements
My thanks to Brenda Stewart- Munoz, ORA Office of Partnerships, for her assistance
researching the history of Glenn W. Kilpatrick working through the U.S. FDA History

Office. While we did not meet our goal of finding a photo of Mr. Kilpatrick before the
conference, we will continue the quest for AFDO’s historical files. |also want to
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recognize my brother, John Cassens, an incredible orator, for his ideas and inspiration
for this address and also his wife, Joan Cassens, a former English teacher, for her critical
editing eye.
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U.S. Food and Drug Administration Associate Commissioner for
Regulatory Affairs Update

Melinda Plaisier
Associate Commissioner for Regulatory Affairs
U.S. Food and Drug Administration
AFDO 120 Annual Educational Conference
Pittsburgh, PA - June 27, 2016

(Transcribed)

Melinda Plaisier: Good morning everyone! | am really pleased to be here and with four
of my colleagues- four new program executives in the Office of Regulatory Affairs: Alonza
Cruse, director for Pharmaceutical Quality; Joann Givens, director for Human and Animal
Food; Dr. Ginette Michaud, director for Biologics; and Jan Welch, director for Medical
Devices and Radiological Health.

On behalf of FDA’s Office of Regulatory Affairs, we are extremely grateful to have the
opportunity to provide you with an update on the Office of Regulatory Affairs, and give
you a little progress report on where things stand with our organizational and operational
change efforts.

As many of you know, ORA is in the midst of the most significant organizational and
operational change in the history of ORA. Change that is being driven by Program
Alignment, an initiative started by our previous commissioner, which has been and
continues to be supported and driven by FDA leadership to address the evolving public
health challenges of the future.

We are preparing for major organizational changes; advancing fundamental changes in
operations; continuing to implement legislation which has been at an unprecedented
level, and investing in our own strategic priorities; including, investments in our
workforce, process improvements, and developing new partnerships, while continuing to
strengthen our existing partnerships.

The AFDO theme of “collaborating to strengthen food, drug and medical device safety
systems” is consistent with ORA’s focus this past couple of years as we collaborate
internally and with our partners at the local, state, federal, global level and with partners
in key associations, academia, and industry- all focused on strengthening our systems
through change.

Let me briefly give you an update on the status of our realignhment, and then | would like
my colleagues to share an example of how the change we are implementing will
strengthen our collaborations and our public health systems. Then, we want to leave time
to take your questions and engage in a bit of dialogue with you.

You may recall under Program Alignment, some of the key changes include: establishing
program based staffs and moving to exclusive specialization in one program for
investigations, compliance and operational managers; moving away from a historical
geographic management model to a program based management model for many
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operational positions; establishing our 13 laboratories as a national science resource,
reporting into the Office of Regulatory Science who will directly report to me. This effort
predates Program Alignment, but will be an important step in elevating the visibility of
regulatory science in ORA. Additionally, establishing four new import districts, totaling
five, treating imports as its own area of specialization. With over 34 million line entries
last year, and a historical 10% increase each year, we need an enhanced approach to
import operations - organizationally and operationally.

We're going to pull our training division, the Division of Human Resource Development
(DHRD) up and out of the Office of Resource Management and establish it as the Office
of Training, Education and Development reporting directly to me. Training is critical to the
future of ORA and our regulatory and public health partners, with or without Program
Alignment. We have to continue to build training and education programs that are
current, based on standards, measurable and sustainable. Bringing DHRD up to office
status reflects the importance that training, education and development plays in ORA.

For state and local partnerships, we will establish our state cooperative programs as a
national staff, consolidating all of our specialists by programs — such as a dairy staff, a
shellfish staff and a retail staff, creating the Office of State Cooperative Programs within
the Human and Animal Food Program. We’'ll retain our state liaisons, emergency response
coordinators and other key partnership staff at the local or district level. These are some
of the positions that really need to be retained based in geography.

We're establishing an integration staff in the Office of Partnerships to provide additional
expertise and support to our collective efforts to advance our work within the Partnership
for Food Protection as we work to affect an integrated food safety system and as we
continue to implement FSMA. As you may have heard last night in the President’s address,
we have made a lot of progress toward an integrated food safety system but we’re not
there yet. We still have silos that need to be taken down and we need to be vigilant in
practicing effective two-way communication and information sharing.

You also heard Barbara, in her eloquent Glenn Kilpatrick speech; briefly summarize our
investments in our partnerships through contracts, grants and cooperative agreements.
Our investments, as she noted, are at an unprecedented level. We are committed to both
achieving an effective integrated public health system and to the partnerships that it is
going to take for us to get there.

So these are just a few highlights of some of the key changes that Program Alignment will
deliver. So where are we? We have been advancing alignment in two stages. First out of
the gate was the lab realignment, followed by the larger ORA realignment. Both packages
need commissioner approval, approval from the Secretary of HHS with congressional
notification. The lab package has been signed by the Secretary, so that’s an important first
step. They’re working on congressional notification and the larger (Program Alignment)
package was signed by the Commissioner and is now at HHS.

Also, we are in the process of doing due diligence with our two labor unions, the National
Treasury Employees Union and the American Federation of Government Employees. And
lastly, even after we have all of the approvals and have completed our negotiations with
our two labor unions, we also need to ensure that we have very clear and defined
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transition plans that have been clearly communicated within ORA and with other
stakeholders in order to launch the realignment.

There is an amazing amount of groundwork that has to be laid in order to effectively stand
this up. Things ranging from delegations of authorities to basics like new accounting
codes, time keeping measures, document management and a host of other critical
operational activities that are going to be needed as well in our realignment. It remains
my expectation and goal that we will have secured all of the approvals and completed our
negotiations with our unions and be ready with our transition road map to be able to
begin standing up in early Fiscal Year 2017. We'll certainly share with you news of our
progress as we can.

I have to say getting us to this point has been a remarkable achievement by all of the men
and women in ORA, particularly recognizing that change of any shape or scope produces
anxiety and creates stress. It can be disruptive to operations and it is of course not
embraced by everyone. | want to continue to commend ORA and to all of you ORAers
sitting in here today, | want to thank you again, for stepping up and not only engaging and
helping to define and lead the change but also ensuring that we did not skip a beat in
carrying out our responsibilities to the agency and public health.

| said from the very beginning when Dr. Hamburg issued this charge in 2013 that 2014
and 2015 were going to be planning years. We took a lot of time to really try to do a
thoughtful job of planning this. 2016 would be a transition year and our goal still remains
that we will begin standing up in 2017. This truly is a transition year and the fact that |
have four of our new program executives sitting up here with me today is a true reflection
of the transition and the progress that we are making. We still have five acting regional
food and drug directors who are leading the regions and managing day to day operations
with our district directors while these program executives have really focused their
attention on planning for the transition.

So let me just pause now and I'd like each of our executives to share with you an example
of how some of this change effort is going to really yield a benefit and change for our
stakeholders. So we’ll just go down the line and then hopefully leave a little bit of time to
engage in a bit of discussions. So Alonza, would you like to start?

Alonza Cruse: Good morning.
Participants: Good morning.

Alonza Cruse: I'd like to look at the important aspects of this Program Alignment initiative.
It’s the opportunity for us to really begin thinking differently about addressing challenges
that we have had in the agency. And not necessarily challenges as a negative but
challenges on looking to improve our individual processes and practices. So I'm just going
to take a few moments to provide one of those examples and | think the rest of my
colleagues here will do the same. | was told before | started that we have about four hours
for this panel and | promise not to take more than hour.

So I’'m going to talk about some of the team-based approaches that we’re looking at doing
in accomplishing our work in the Pharmaceutical Quality Program and we refer to it
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internally as IQA or Integrated Quality Assessment. This team-based approach is helping
us to align patient-focus with risk product quality issues in the making of
recommendations for the new drug applications, the amended new drug applications,
you know, those generic drugs and biologics license applications.

So historically, the various program centers would have their experts, their drug reviewers
if you will, review the applications from sort of beginning to end. Under this new
approach, we’re bringing all of the disciplines together - microbiology, chemistry,
biochemistry, pharmaceutical, biologics and inspections under one sort of team-based
approach in the review of an application. We feel that integrating the review of the drug
applications with the evaluation of the manufacturing facilities will lead to a single, more
informed quality assessment not only of that site but of the quality of the application.

Somewhat different than what we’re doing now. Right now, there’s a review that goes on
and then if there is an inspection needed or that inspectional assignment comes to ORA,
we’ve got to conduct the assignment. We would not have known what was going on
during the application review process. But this gives us sort of a unique perspective into
that window.

It also will have the opportunity to provide the reviewer with the perspective from the
investigator’s perspective. The simplest question, “Have you considered this process in
the review of that application?” But we’ve not because we didn’t really know enough of
that from the inspectional perspective; it really provides a different dynamic on the
review of applications. This team-based approach we believe will have benefits for both
the review and the inspection side in order because they’ll lend their expertise to review
of those applications.

Ultimately, what we want to achieve out of this is a timelier, more transparent, better
communicated process. It will allow us to address issues that may come up, such as drug
shortages, and this is an important end as we address parity from both the time we’re
doing inspections and review of our domestic sites versus our international sites. So we
see it’s a lot of benefits leading up to these team-based review practices.

This morning, Mel really did a good job in laying the groundwork for Program Alignment,
and later on this morning, my colleague, Jan Welch, and | will be going through more
details on the Pharmaceutical Quality and the Medical Products side about a specific
activity we have going on within Program Alignment. So with that, I’'m going to yield the
microphone to my colleague to my left.

Joann Givens: Thank you Alonza and thank you Mel. Thank you AFDO for providing an
opportunity to share with you some of the activities that we’ve been involved with from
the Program Alignment perspective. And it’s just wonderful to see so many great faces in
the audience so hopefully during the break we’ll get the chance to talk to you all.

| just wanted to share some of what we are doing as it relates to the Human and Animal

Food Program. Now, when | was hired into this position it was called the Food and Feed
program, but it’s all one and the same.
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So | want to spend some time this morning focusing on what we have been working on
over time with regard to the national work plan. Some of you may be cringing in here
because this is probably a pain point for many of our state partners. But | want us to look
at a national work plan because | don’t think that it’s realistic to think that we would ever
get to a national work plan but to view it as a national resource.

Resources on Program Alignment will be made available throughout the ORA
organization. We are in the last year of our first cycle for FSMA high-risk and non-high-
risk firm inspection frequency mandates. And, we are looking to handle the resources
throughout the field organization along with our state partners. We're in this together.
We're down to our last year for the non-high-risk inspection frequency mandate and this
is a body of work that we must do collectively. In order to facilitate that, we are moving
resources around from our current district structures to another district to help out where
there may be some challenges in terms of getting that work or body of work completed.

One of the other things that Program Alignment affords us is to be strategic in our hiring.
Hiring where the industries are, where the need is. It's no longer that cookie cutter
approach but more importantly, focusing on the intelligence and the data which
represents where the industries are. And to that end, it affords us that in a very
constructive way.

Training will be focused to a specialized workforce. And that will lead to consistent
decision making. We’ve been traveling throughout the country with regard to our FSMA
implementation and we’ve heard from the industry, which may have firms on both coasts
and same operation and different results in the way of how that inspection is conducted.
Training of a specialized workforce will assist us in getting to consistent decision making
and we think that’s a significant advantage as it relates to Program Alignment.

And then we’ve been working very closely with the Office of Partnerships as well as the
Partnership for Food Protection work planning work group. There have been a number of
efforts in the last few years as it relates to work planning and how to get there, connecting
all of the dots because at the end of the day, we need an accurate Official Establishment
Inventory. We call it the OEl in order for us to allocate resources to the work at hand and
to work plan efficiently and effectively with our state partners.

We recognize that there will be growing pains and we’re experiencing growing pains as |
sit here, but the ultimate goal is to standardize the process so that it looks the same no
matter where you are and that’s the direction that we’re moving toward and | think
Program Alignment affords us that.

But lastly, | wanted to convey that Program Alignment does provide us the flexibility to
utilize skill sets wherever they are needed. And that’s one of the major benefits of it
because we can’t train everyone in everything. But Program Alignment does allow us to
focus our skill sets, our training and put those resources wherever they may be needed.
And that’s just a few of the highlights that are going on in the Human and Animal Food
program. So at this time, I'll yield over to my colleague Jan Welch.

Jan Welch: Good morning everyone. Well, I'm very excited to be here. This is my first
AFDO conference and I'm very excited to be part of this experience. And really, we were
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only given five minutes to provide one example and perhaps answer one question. That
was what we were tasked with.

So, it’s important to me, that example that I’'m going to talk about is related to radiological
health. And | think it’s important to note in the program name. It is the Medical Device
and Radiological Health program. Often, it is just called the Medical Device program and
it’s not. It’s very comprehensive. It’s very thorough and trying to be very mindful of all the
efforts that go into rad health.

So | want to talk a little bit about the nationalization of our Mammography Quality
Program or the MQSA Program and work plan. Currently, our MQSA commitments and
work planning occurs in our regional model that you know. You hear about and it works
and coordinates with the states within that region. We have five very wonderful regional
radiological health representatives and they currently work very, very collaboratively with
each other and across the regions to ensure consistency in coverage, performance goals
and succession planning. But they all operate in maybe a slightly different model and
style. We are going to transition to a nationally aligned MQSA program, managed at the
headquarters level and reporting in to me, the program director.

There would be dedicated MQSA inspection staff located throughout the country and
their work and their assignments will be coordinated and monitored at the national level.
So this is the question. “What will this do for yo