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Objectives

• Provide Updates/Overview of FDA/District Programs

• Better Together – Collaboration, Coordination, Continuous 
Improvement for the best public health outcomes

Presenter
Presentation Notes
We all know we have a part to do  whether we are collaborating, coordinating of identifying ways to incorporate continuous improvements  for the best public health outcomes



Overview of FDA Office of Regulatory Affairs
Seattle District Office (SEA-DO)

The Seattle District Office (SEA-DO) is located in Bothell, Washington 
and encompasses Alaska, Idaho, Montana, Oregon and Washington. 

Maintain longstanding relationships with state and local public health 
agencies, academia, and regulated industry to protect and promote 
public health in the region.

Presenter
Presentation Notes
Achieve the best public health outcomes.



Who We Are 

SEA-DO District Director and Program Division Director OHAFO Division VI West: 
Miriam Burbach, miriam.burbach@fda.hhs.gov 425-302-0400

Director of Investigations, OHAFO Division VI West: 
Katie Alford, katie.alford@fda.hhs.gov 425-302-0340

Director of Compliance, OHAFO Division VI West: 
Lisa Althar, lisa.althar@fda.hhs.gov 425-302-0340

Director, Pacific Northwest Laboratory, Office of Regulatory Science:
Jinxin Hu, Ph.D. jinxin.hu@fda.hhs.gov 425-487-5302

mailto:miriam.burbach@fda.hhs.gov
mailto:katie.alford@fda.hhs.gov
mailto:lisa.althar@fda.hhs.gov
mailto:jinxin.hu@fda.hhs.gov


Who We Are 

Health Communications Specialist: Emergency Response Coordinator:
Maggie Fu Kelsey Volkman
maggie.fu@fda.hhs.gov kelsey.volkman@fda.hhs.gov
(425) 302-0346 (424) 302-0347
Consumer Complaint Coordinator: Recall Coordinator, OHAFO Division VI West:
Camille Bennett-Hoffman Anh Trinh Nguyen
ORAHAFWEST6CCC@fda.hhs.gov trinh.nguyen@fda.hhs.gov
800-353-3965

Additional  Key Contacts

mailto:maggie.fu@fda.hhs.gov
mailto:kelsey.volkman@fda.hhs.gov
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Who We Are:

FDA staff work in a range of program areas and locations 
geographically dispersed across the Five State Area

• Total locations: 13 
• Resident Posts: 12 + 1 District Office
• Laboratories: 1

• Approximately 250 Employees



Where We Are
Alaska Anchorage Resident Post (RP)

Idaho Boise RP, Eastport RP* 

Montana Helena RP and Sweetgrass RP*

Oregon Portland RP(Beaverton) and Rose City RP (Portland) 

Washington Blaine RP*, Oroville RP*, Spokane RP, Tacoma RP, Puget Sound RP (Seattle)

FDA Seattle District Office – Bothell, WA
FDA Pacific Northwest Lab - Bothell, WA



What We Do

SEA-DO includes the following ORA Program Divisions

OFFICE OF BIOLOGICAL PRODUCTS OPERATIONS DIVISION 2 OFFICE OF HUMAN AND ANIMAL FOOD OPERATIONS DIVISION 6 
WEST

OFFICE OF BIORESEARCH MONITORING OPERATIONS DIVISION 2 OFFICE OF ENFORCEMENT AND IMPORT OPERATIONS DIVISION 
OF SOUTHEAST IMPORTS (Alaska)

OFFICE OF MEDICAL DEVICE AND RADIOLOGICAL HEALTH
OPERATIONS DIVISION 3

OFFICE OF ENFORCEMENT AND IMPORT OPERATIONS DIVISION 
OF NORTHERN BORDER IMPORTS
(Washington -Partial, Montana, Idaho)

OFFICE OF PHARMACEUTICAL QUALITY OPERATIONS DIVISION 4 OFFICE OF ENFORCEMENT AND IMPORT OPERATIONS DIVISION 
OF WEST COAST IMPORTS (Washington -
Partial, Oregon)

Presenter
Presentation Notes
As part of our reorganization in 2017, staff are aligned by programs, OF course most of our work is covered by the Humana and Animal Food Program, of which I am the Program Division Director, Biologics, Bioresearch monitoring, Medical Devices and Radiological health, Pharmaceuticals , Imports.  - DSEI, DNBI, DWCI



What We Do

Presenter
Presentation Notes
In the Seattle District 5 state area  ~10 % of national inventory.  FDA totally human and animal food inventory is ~74,000 firms.   Annual workplan  to meet FSMA 201 mandate ~17,000 firms



Thank You to All Workers!   
Communications and 
Support Critical During 2020 
& 2021

• We are all in this together! Workers at all levels of the food
supply chain, state and federal workers.

• FDA’s webpage Food Safety and the Coronavirus Disease 2019

• Some inspections are temporarily on hold, but the food industry
is still required to meet food safety requirements – this has not
changed.

Presenter
Presentation Notes
WE all faced COVID and its challenges at the same time, all were learning as we worked through issues and questions for the first time. FDA will continue to update its webpage Food Safety and the Coronavirus Disease 2019 with FAQs for Consumers, Industry, etc. (webpage last updated 9/2/20).

https://www.fda.gov/food/food-safety-during-emergencies/food-safety-and-coronavirus-disease-2019-covid-19


Data Source: FDA Data Dashboard 11

Presenter
Presentation Notes
This table displays the number of FDA inspections (excludes state) over the past five fiscal years, from FY2016 to FY20. As you can see there is a dramatic drop in FY20.



Mission Critical 

(e.g. outbreaks of foodborne 
illness, Class 1 Recalls)

FDA 
Activities

Presenter
Presentation Notes
FDA continues to conduct inspections and other activities to ensure FDA-regulated industries are meeting applicable FDA requirements.  These mission-critical activities include following court ordered obligations, responding to consumer complaints with serious injury, conducting outbreak investigations, and following-up on Class 1 recalls.



FDA Inspection Timeline 

March 10, 2020

• FDA 
postponed 
foreign
inspections

March 18, 2020

• FDA 
postponed 
domestic
inspections

July 10, 2020 

• Resumption of 
inspections using 
risk assessment 
system (COVID-
19 Advisory Tool)

Presenter
Presentation Notes
Although FDA postponed foreign and domestic inspections since March, the agency continued to conduct inspections/investigations of “mission-critical” work. We are continuing this in 2021 - 



FDA Activities

• Resuming inspections using an Advisory Rating System

• Pre-announcing inspections using standardized field script with 
assessment questions

• Enhanced official establishment inventory improvement activities
• Domestic Food Inventory  ~ 72,000
• Domestic Animal Food/Feed Inventory ~23,000
• Foreign Food Inventory ~10,000

Presenter
Presentation Notes
In July, FDA announced the resumption of domestic surveillance inspections and a new risk assessment system.   The advisory rating system or advisory level uses real-time data to qualitatively assess the number of cases in a local area based on state and national data.  Therefore, resuming domestic inspections will depend on the data in a given locality and the rules and guidelines put in place by state and local governments. The FDA has also determined that, for the foreseeable future, domestic inspections will be pre-announced (up to five days, as appropriate) to FDA-regulated businesses using a standardized script. Previously, domestic inspections of food facilities were unannounced. FDA highly encourage our state partners when conducting contract inspections to pre-announce.



FDA Activities

• Resumed inspections using an Advisory Rating System

Three  step process to plan Field Activities: inspections, 
investigations, sample collections, consumer complaint follow-up

• Selection
• Pre-announce
• Day of inspection

Verifying the agency’s Official Establishment Inventory
Assist FDA Produce staff and Medical Product Programs with work

Presenter
Presentation Notes
In July, FDA announced the resumption of domestic surveillance inspections and a new risk assessment system.   The advisory rating system or advisory level uses real-time data to qualitatively assess the number of cases in a local area based on state and national data.  Therefore, resuming domestic inspections will depend on the data in a given locality and the rules and guidelines put in place by state and local governments. The FDA has also determined that, for the foreseeable future, domestic inspections will be pre-announced (up to five days, as appropriate) to FDA-regulated businesses using a standardized script. Previously, domestic inspections of food facilities were unannounced. FDA highly encourage our state partners when conducting contract inspections to pre-announce.



FDA Activities

• FDA held a webinar with partners at OSHA and CDC to provide a 
COVID-19 update for food operations stakeholders. 

• The agencies developed a resource document (checklist) for Food 
Operators: Employee Health and Food Safety Checklist for Human 
Food Operations During the COVID-19 Pandemic.

• The webinar was held on Tuesday, September 1, 2020. During the 
webinar FDA and OSHA discussed the checklist and CDC provided 
additional information.

https://www.fda.gov/food/food-safety-during-emergencies/employee-health-and-food-safety-checklist-human-and-animal-food-operations-during-covid-19-pandemic


OHAFO Activities During the Pandemic

Presenter
Presentation Notes
What our work looked like, accomplishments 



OHAFO Activities During the Pandemic



OHAFO Activities During the Pandemic



FDA Challenges

• Challenges due to COVID-19:

• Impact on FSMA 201- Inspection frequency MANDATE
• As conditions on the ground change and the impact of COVID-19 changes, we 

continue to revise the field instructions to meet the present conditions;
• Travel takes longer 
• Wildfires and Social unrest- unpredictable but must be considered when 

providing the final Go or No Go for the inspection
• Learning Curve for new procedures and precautions
• Impact on staff and their families
• Staff PHS Officers Deployed for National COVID Response 



What’s Next

• Reassess situation frequently – What have we learned?

• Discuss innovative ways to meet the mission to have the best 
public health outcomes

• Continue to protect health, safety and well-being of the 
public and our workforce

Presenter
Presentation Notes
What have we learned, take time to evaluate what we did, chat worked, what didn’t work, define new procedures and validate.  Make  changes, continuous in improvement.
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FDA Resources
• FDA’s webpage: Food Safety and the Coronavirus Disease 2019 (COVID-19)
• Have a Food Safety Modernization (FSMA) Question?  Technical Assistance 

Network
• Employee Health and Food Safety Checklist for Human Food Operations 

During the COVID-19 Pandemic (recorded session)
• Questions may be submitted for food products to: Food and Cosmetics 

Information Center

Presenter
Presentation Notes
FDA recently held a webinar with partners at OSHA and CDC to provide a COVID-19 update for food operations stakeholders. The agencies developed a resource document (checklist) for Food Operators: Employee Health and Food Safety Checklist for Human Food Operations During the COVID-19 Pandemic.The webinar was held on Tuesday, September 1, 2020. During the webinar FDA and OSHA discussed the checklist and CDC provided additional information. (Statement from reference 3)This checklist is NOT intended to be an FDA regulatory requirement or regulatory tool. The recorded session is available on FDA’s website. 

https://www.fda.gov/food/food-safety-during-emergencies/food-safety-and-coronavirus-disease-2019-covid-19
https://www.fda.gov/food/food-safety-during-emergencies/employee-health-and-food-safety-checklist-human-and-animal-food-operations-during-covid-19-pandemic
https://www.fda.gov/food/workshops-meetings-webinars-food-and-dietary-supplements/covid-19-update-food-operations-stakeholders-webinar
https://www.fda.gov/food/resources-you-food/industry-and-consumer-assistance-cfsan
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FDA Resources
• New Era Smarter Food Safety, webpage updated 9/3/20.

• FDA and OSHA Team Up to Publish Checklist to Assist Food Industry During COVID-19, 8/19/20.

• Industry FAQs: Animal Food Safety and the Coronavirus Disease 2019, updated 7/29/2020. 

• Getting Smarter about Food Safety: The Pandemic and Lessons Learned, Consumer Update, 6/23/2020.

• FDA’s Perspective on Food Safety and Availability During and Beyond COVID-19, 4/16/20.

• FDA Offers Assurance About Food Safety and Supply for People and Animals, Frank Yiannas, 4/20/20.

• Food Safety and Availability During the Coronavirus Pandemic, Consumer Updates, 4/1/2020.

• FDA Briefing for Foods Stakeholders on Coronavirus Disease 2019, 3/17/20.

• Update: Foreign Inspections, 3/10/2020.

Presenter
Presentation Notes
FDA recently held a webinar with partners at OSHA and CDC to provide a COVID-19 update for food operations stakeholders. The agencies developed a resource document (checklist) for Food Operators: Employee Health and Food Safety Checklist for Human Food Operations During the COVID-19 Pandemic.The webinar was held on Tuesday, September 1, 2020. During the webinar FDA and OSHA discussed the checklist and CDC provided additional information. (Statement from reference 3)This checklist is NOT intended to be an FDA regulatory requirement or regulatory tool. The recorded session is available on FDA’s website. 

https://www.fda.gov/food/new-era-smarter-food-safety
https://www.fda.gov/food/cfsan-constituent-updates/fda-and-osha-team-publish-checklist-assist-food-industry-during-covid-19?utm_campaign=FSMA_COVIDwebinar_08%2F25%2F2020_JU&utm_medium=email&utm_source=Eloqua
https://www.fda.gov/animal-veterinary/animal-health-safety-and-coronavirus-disease-2019-covid-19/industry-faqs-animal-food-safety-and-coronavirus-disease-2019-covid-19
https://www.fda.gov/consumers/consumer-updates/getting-smarter-about-food-safety-pandemic-and-lessons-learned
https://www.fda.gov/food/conversations-experts-food-topics/fdas-perspective-food-safety-and-availability-during-and-beyond-covid-19
https://www.fda.gov/news-events/fda-voices/fda-offers-assurance-about-food-safety-and-supply-people-and-animals-during-covid-19
https://www.fda.gov/consumers/consumer-updates/food-safety-and-availability-during-coronavirus-pandemic
https://www.fda.gov/food/workshops-meetings-webinars-food-and-dietary-supplements/fda-briefing-foods-stakeholders-coronavirus-disease-2019-covid-19-03182020-03182020
Update:%20Foreign%20Inspections
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Celebrating Accomplishments

Presenter
Presentation Notes
Through all of this we can’t lose sight of where we are, FSMA is 10 yrs old – something to celebrate!  
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Domestic Inspections FY 2017-2021

Presenter
Presentation Notes
What did this mean,  in addition to the human food inspections shown on this slide, we also completed PC for Animal Food and Foreign inspections for both  human and animal food.



Working  Together

• Collaboration
Working together

• Coordination
Let’s get this done

• Continuous improvement
Let’s improve and learn

We will get there TOGETHER, stronger and more resilient 
than ever 

#strongertogether

Presenter
Presentation Notes
What are some ways we can make sure we are successful in these activities?
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