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Objectives

* Provide Updates/Overview of FDA/District Programs
* Inspections and common violations (this is a popular industry

 Recall Readiness

* Better Together — Collaboration, Coordination, Continuous Improvement for the best public
health outcomes


Presenter Notes
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 Notes
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.gcov 425-487-5302
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Who We Are

Additional Key Contacts

ealth Communications Specialist: Emergency Response Coordinator:

aggie 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
DRAHAFWEST6CCC@fda.hhs.gov trinh.nguyen@fda.hhs.gov
800-353-3965
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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 all Programs
* Human and Animal Food Division West 6



What We Do

102

88

207

SEA-DO - 9,708 FDA-Regulated Establishments*™

H Human and Animal Food
Operations

B Pharmaceutical Quality
Operations

M Biological Product Operations

Medical Device and Radiological
Health Operations

M Bioresearch Monitoring
Operations

i Tobacco Operations

i Other



Presenter Notes
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


Where We Are

Alaska Anchorage Resident Post (RP)

ldaho 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

Island ~ Vancouver

”‘; ‘k&?uem Post - Salt Lake City, UT
4y
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ADMINISTRATION

OFFICE OF REGULATORY AFFAIRS
OFFICE OF HUMAN AND ANIMAL FOOD OPERATIONS-WEST

Top 10 General Observations (FY19 — FY22)

Sanitation monitoring (21 CFR 123)

Equipment & Utensils - Design & 6%
Maintenance (21 CFR 117)

6% \
HACCP plan implementation
(21 CFR 123) AN
6%
Plant Construction & Design (21 CFR
117)
6%
Manufacturing, Processing, Packing,
Holding - Controls (21 CFR 117) \
7%

Identification of Hazard (21 CFR 117)/
8%

Develop FSVP (21 CFR 1)
36%

Personnel (21 CFR 117)
9%

Sanitary Ops Plant
Maintenance (21 CFR 117)
8%

Data Source: FDA Data Dashboard, FY19-FY22


Presenter Notes
Presentation Notes
Number of general domestic inspections = 17,490 
Number of unique inspections with observations = 5,590


U.S. FOOD & DRUG

ADMINISTRATION

OFFICE OF REGULATORY AFFAIRS
OFFICE OF HUMAN AND ANIMAL FOOD OPERATIONS-WEST

Top 10 Seafood Observations, 21 CFR 123

Signed and dated corrective
action plan
6%

Corrective action plan
0,

% o
Sanitation Records

6% N A~ HACCP plan
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Monitoring
6%

N . / Critical
Critical Control Points limits

7% 8%

~_Sanitation monitoring
19%

Data Source: FDA Data Dashboard, FY19-FY22


Presenter Notes
Presentation Notes
Number of seafood inspections with observations = 751
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OFFICE OF REGULATORY AFFAIRS
OFFICE OF HUMAN AND ANIMAL FOOD OPERATIONS-WEST

Top 10 Preventive Controls Observations, 21 CFR

Training of employees & records

7% Sanitary Operations
Monitoring procedures 19%

9%
Equipment & Utensils
9%
Personnel
13%
Plant Construction & Design
9%
Pest Control
Controls 12%

11%

Identification of Hazard
11%

Data Source: FDA Data Dashboard, FY19-FY22


Presenter Notes
Presentation Notes
Number of domestic inspections with observations = 1,924
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OFFICE OF REGULATORY AFFAIRS

Recall Ready

‘Recall Ready’ to Protect Public Health as Part of Final Guidance
for Voluntary Recalls — March 3, 2022

* Topic-specific:

* Recommendations for contingency planning for voluntary recalls and prompt recall initiation when
appropriate

* Provide industry policy and process recommendations to better, more quickly protect the American
public when products need to be recalled

* Guidance is part of a larger effort FDA has undertaken, provides additional guidance to industry and FDA
staff regarding the execution and oversight of voluntary recalls - 21 CFR part 7, Subpart C

FDA Urges Companies to be ‘Recall Ready’ to Protect Public Health as Part of Final Guidance for Voluntary Recalls
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Presenter Notes
Presentation Notes
21 CFR part 7, Subpart C (Recalls (Including Product Corrections - Guidance on Policy, Procedures, and Industry Responsibilities).  

A voluntary recall is an action taken by a company to correct a violative product or remove it from the market. A recalling company may act on its own initiative or the FDA may inform the company that a distributed product violates the law and recommend the company recall the product.



https://www.fda.gov/news-events/press-announcements/fda-urges-companies-be-recall-ready-protect-public-health-part-final-guidance-voluntary-recalls?utm_medium=email&utm_source=govdelivery
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OFFICE OF REGULATORY AFFAIRS

Recall Ready

* Focus to help expedite industry action of a voluntary recall by taking key steps to be
“Recall Ready”

« Recommends adequate product coding, maintain distribution records to facilitate
faster, more accurate recall actions

* Encourages recalling companies to use electronic communications to quickly identify
and provide certain product information when alerting consignees and the public about

a voluntary recall.
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Presenter Notes
Presentation Notes
Recalls continue to be the fastest, most effective way for a company to correct or remove violative and potentially harmful products from the market to help keep consumers safe.

The recall initiation guidance clarifies FDA’s expectations of industry and Agency staff regarding timely initiation of voluntary recalls under the regulation. FDA solicited public comments, including those from manufacturers, when the draft guidance was released, and we considered those comments when finalizing the guidance
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OFFICE OF REGULATORY AFFAIRS

Recall Ready
Initiation of Voluntary Recalls Under 21 CFR Part 7, Subpart C

* Encourages firms to maintain contingency plans and to prepare for a recall before one
is needed

* Promotes quick action to minimize the exposure to potentially dangerous or violative
products

* Highlights requirements for certain regulated products, such as reporting and product
coding

* Provides FDA resources available, including access to FDA recall coordinators
 Templates and related recall guidance
* Provides FDA policy for when it will recommend a firm initiate a voluntary recall

14


Presenter Notes
Presentation Notes
FDA will use all available tools,  regulatory action, if a firm’s actions do not adequately protect the public from a violative product


https://www.fda.gov/media/123664/download

ADMINISTRATION

OFFICE OF REGULATORY AFFAIRS

Recall Ready

Recent years FDA has made proactive and systemic improvements to recall processes,

Issued guidance on:

e Public availability of lists of retail consignees to effectuate certain human and animal

food recalls

* Mandatory recalls for human and animal foods

 Public warnings and notifications for all FDA-regulated products

* Post new recalls to the FDA’s weekly Enforcement Reports,

Y U.S. FOOD & DRUG
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Presenter Notes
Presentation Notes
The public warnings and notifications for all FDA-regulated products, which reiterates a policy to rapidly post new recalls to the FDA’s weekly Enforcement Reports,

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/public-availability-lists-retail-consignees-effectuate-certain-human-and-animal-food-recalls
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-and-fda-staff-questions-and-answers-regarding-mandatory-food-recalls
https://www.fda.gov/media/110457/download
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/enforcement-reports

Y U.S. FOOD & DRUG

ADMINISTRATION

Recall Ready
 Related References

 Recalls, Market Withdrawals & Safety Alerts
 Industry Guidance for Recalls

» Foodborne Outbreak Response Improvement Plan
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https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/industry-guidance-recalls
https://www.fda.gov/food/new-era-smarter-food-safety/new-era-smarter-food-safety-fdas-foodborne-outbreak-response-improvement-plan

Working Together

e Collaboration
Working together

* Coordination
Let’s get this done

* Continuous improvement
Let’s improve and learn

We will get there TOGETHER
#strongertogether


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


v,

Questions? T
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