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Program Description:

e Partnership Agreements (PAs) are a specific type of MOU detailing a collaborative relationship down to the
activity level to carry out the mission of advancing public health

e PAs are formal written documents that clearly define specific goals, activities, and responsibilities of each
partner with no obligation of fiscal resources (as required in contracts, grants, and cooperative agreements).

e PAs are a non-binding relationship anchored in common goals, responsibilities, and values. A partnership is a
union of common purposes, where both parties benefit from the synergies of cooperation and is mutually
beneficial.

e PAs confer no legal obligation on either partner and may be revised or terminated at any time.

e PAs can be used to support complementary funding opportunities such as cooperative agreements or grants.

e PAs can also be used to formalize and document the advancement toward domestic mutual reliance (DMR).

e PAs are publicly posted on the FDA's Memoranda of Understanding Website: Domestic MOUs | FDA

Intended Outcomes:

e PAs provide the tools and resources that enable the FDA to work with regulatory partners to build
systems that complement national uniformity of regulated products.

e DMRPAs are designed to capture engagement that work toward a seamless partnership that enables
the FDA and states with comparable regulatory public health systems, as trusted partners, to fully rely
on, coordinate with, and leverage one another’s work, data, and actions to achieve the public health
goal of a safer national food supply.

e PAsseek to achieve maximum protection of consumer safety without duplication of regulatory activities
among the FDA and implementing partners.

e Both generic and DMR PAs have the option of creating a supporting strategic plan to detail activities
conducted by partners for the duration of the agreement.

e Meaningful metrics are tailored to each PA which annually evaluate program outputs and outcomes and
measure success.

Program Metrics:

e Current number of active agreements: (7)

o MOU 225-20-007 Partnership Agreement Between U.S. Food and Drug Administration and the
Alaska Department of Environmental Conservation and its Addendum: MOU 225-20-007 | FDA

o MOU 225-21-010 Partnership Agreement Between U.S. Food and Drug Administration and the
Utah Department of Agriculture and Food Division of Regulatory Services: MOU 225-21-010 |
FDA

o MOU 225-21-018 Partnership Agreement Between U.S. Food and Drug Administration and
the California Department of Health - Food and Drug Branch: MOU-225-21-018 with FDA/ORA
HAFW5/DWCI and CDPH-FDB | FDA
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https://www.fda.gov/about-fda/fda-memoranda-understanding/domestic-mous
https://www.fda.gov/about-fda/domestic-mous/mou-225-20-007
https://www.fda.gov/about-fda/domestic-mous/mou-225-21-010
https://www.fda.gov/about-fda/domestic-mous/mou-225-21-010
https://www.fda.gov/about-fda/domestic-mous/mou-225-21-018-fdaora-hafw5dwci-and-cdph-fdb
https://www.fda.gov/about-fda/domestic-mous/mou-225-21-018-fdaora-hafw5dwci-and-cdph-fdb
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MOU-225-21-019 Partnership Agreement Between U.S. Food and Drug Administration

Division of Human and Animal Food East-4 And the Florida Department of Agriculture and
Consumer Services: MOU 225-21-019 | FDA

MOU 225-21-020 Partnership Agreement Between U.S. Department Of Health And Human Services
Food And Drug Administration Office Of Human And Animal Food Operations- Division 1 West And
The Wisconsin Department Of Agriculture, Trade And Consumer Protection - Division Of Food And
Recreational Safety: MOU-225-21-020 with FDA HAFW1 and WDATCP | FDA

MOU 225-22-008 Partnership Agreement between U.S. Food and Drug Administration and
Minnesota Department of Agriculture: MOU 225-22-008

MOU 225-22-006 Partnership Agreement between U.S. Food and Drug Administration and Rhode
Island Emergency Management Agency MOU 225-22-006

Success Stories:

e The Alaska Department of Environmental Conservation (ADEC) (renewal)

e}

This project developed radionuclide capability in the state of Alaska which has been beneficial for
both routine annual radionuclide monitoring but more importantly for capacity in emergency
response, if needed. Additionally, the Food and Drug Administration and Alaska Department of
Environmental Conservation have been annually monitoring coastal finfish samples in response to
the Fukushima event at the request of the public and the Fukushima Interagency Workgroup.
ADEC’s Addendum modified the original PA to add detail to the defined roles and responsibilities
pertinent to the data collection, management, and reporting activities related to the gamma-ray
analysis of harvested fish (or other matrix) using the portable gamma ray analysis system. ADEC
has develop and published a list of finfish of concern. ADEC’s activities are posted at:
https://dec.alaska.gov/eh/radiation/.This partnership experienced success from 2016- 2019 and
was renewed and expanded for the period 2020-2023.

¢ On October 7th, 2021, the U.S. Food and Drug Administration (FDA) announced that California, Florida,
Utah, and Wisconsin entered into domestic mutual reliance agreements with the agency.
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These Mutual Reliance agreements facilitate a coordinated effort between the FDA and
individual states with goals to reduce human foodborne iliness outbreaks, reduce duplication
of regulatory oversight and increase public health protection by focusing on areas of higher
risk.

These new mutual reliance agreements help the FDA to work in cooperation with the states
of California, Florida, Utah, and Wisconsin to rely on, coordinate with and leverage one
another’s work, data, and actions to achieve a safer national food supply.

As envisioned in the FDA Food Safety Modernization Act (FSMA), the Partnership for Food
Protection and the New Era of Smarter Food Safety blueprint, the mutual reliance
agreements will enhance the existing relationships with states and government counterparts,
moving the nation toward an Integrated Food Safety System.

The FDA will collaborate with partner states, as trusted partners, to establish oversite of
human food for which both participants have statutory responsibilities. Key areas of mutual
reliance focus on data sharing, risk prioritization, inspections, outbreak investigations,
development and monitoring of key metrics and laboratory capacity, among many other key
focus areas.

The domestic mutual reliance framework provides opportunities for the FDA and partners to


https://www.fda.gov/about-fda/domestic-mous/mou-225-21-019
https://www.fda.gov/about-fda/domestic-mous/mou-225-21-020-fda-hafw1-and-wdatcp
https://www.fda.gov/about-fda/domestic-mous/mou-225-22-008
https://www.fda.gov/about-fda/domestic-mous/mou-225-22-006
https://dec.alaska.gov/eh/radiation/
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/food-safety-modernization-act-fsma?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials/national-integrated-food-safety-system-ifss-programs-and-initiatives/partnership-food-protection-pfp?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials/national-integrated-food-safety-system-ifss-programs-and-initiatives/partnership-food-protection-pfp?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/media/139868/download?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials/national-integrated-food-safety-system-ifss-programs-and-initiatives/domestic-mutual-reliance?utm_medium=email&utm_source=govdelivery
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jointly identify needs to better protect the public and leverage work from other regulatory
programs. In addition, it will provide knowledge to build quality management systems and
infrastructures to support national regulatory standards, including those related to resource
allocation, training, outreach, and information exchange.

e Related Information:

e Domestic Mutual Reliance | FDA

¢ FDA Announces Signing of Domestic Mutual Reliance Agreements with California,
Florida, Utah and Wisconsin | FDA

e Florida is Fourth State to Sign Domestic Mutual Reliance Agreement (food-safety.com)

e Food Safety Modernization Act (FSMA)

e New Era of Smarter Food Safety

Have you seen our Blog? FDA Voice

HE0 - B

The FDA, an agency within the U.S. Department of Health and Human Services, protects the public health by
assuring the safety, effectiveness, and security of human and veterinary drugs, vaccines and other biological
products for human use, and medical devices. The agency also is responsible for the safety and security of our
nation’s food supply, cosmetics, dietary supplements, and products that give off electronic radiation, and for
regulating tobacco products.
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https://www.fda.gov/federal-state-local-tribal-and-territorial-officials/national-integrated-food-safety-system-ifss-programs-and-initiatives/domestic-mutual-reliance
https://www.fda.gov/news-events/press-announcements/fda-announces-signing-domestic-mutual-reliance-agreements-california-florida-utah-and-wisconsin
https://www.fda.gov/news-events/press-announcements/fda-announces-signing-domestic-mutual-reliance-agreements-california-florida-utah-and-wisconsin
https://www.food-safety.com/articles/7380-florida-is-fourth-state-to-sign-domestic-mutual-reliance-agreement
https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/food-safety-modernization-act-fsma?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/food/new-era-smarter-food-safety/meet-winners-fdas-low-or-no-cost-food-traceability-challenge?utm_medium=email&utm_source=govdelivery
http://email.prnewswire.com/wf/click?upn=R-2BfnBoqHlY6Z8nKmTlZKij9F60HvQ4F3o1zOrSm34i3yoCA6Dn9SPd6a89Mbp-2F64_ZO8PSds91UkMrfoE-2B2qd-2F-2BjbVnazi6fpysOlg21GhSYAaY-2BF8WOktXdf8zDqua6NUsM7eawrkVvfBunP7Lb3HUMB8aM5YvJfndiIOu70-2FGddasilK4pJa5f9-2BLMaTj6WJMR2LeIRZtVcdSxRb2TdaoBe8uWd0J65LFpGEo8NAE8EKOcQZ6qk2kJfGV4SQicyE-2BYF8FdekiDfqLD7DIJnNon2zwvaoO3UhaIO8nz-2Bx9PAymXpSLw8FgFjF48F-2FcbymTlgHuAmgYNBc8rsJctyRyv3PXk9Zh8akJGH7CXrGtKNRBmGBRcmulVUz5UyNf66eF-2BDdLUwyxBGRqOlnskVc-2FkIUOZX8viD0L4yN0ddMN4-3D
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