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Presenter
Presentation Notes
GENERAL NOTES: Presenter should introduce themselves and explain their role/participation in drafting the PRPS.  Explain this presentation is an overview of the standards themselves at a high level, and is meant to have recipients begin thinking about the standards and how they will apply to their program.SCRIPT: None



• PRPS Development/Initial Committee

• Implementation Group Transition (IG)

• Information Sharing Leadership Team
1. Emergency Response Workgroup
2. Information Collection and Sharing Work group (CFSAN request)       

Lead State Chair
• Pilot Chair
• Transition to Ecosystem 7/11

3. Inspection Frequency Workgroup

• NECAFs Advisory Board/Regulator Chair

• AFDO Produce Committee

• PSA support/UMASS Funding/Fireman

Presenter
Presentation Notes
GENERAL NOTES: This slide hits upon a high-level description of what regulatory program standards are in general.SCRIPT: The standards are a holistic set of elements that, when implemented, support a quality regulatory program that is internally consistent and defensible.  The produce standards join existing standards for manufactured food, animal food, egg, and retail food, and are similar to the standards for manufactured food, animal food, and eggs.  The standards are organized by subject areas, which we’ll cover in this presentation, making it easy to think about each component of a regulatory program standard.  The standards can be seen as a business plan or a road map, and is written to be flexible enough to address your program’s specific needs.The standards are published by FDA, and the technical support leads are housed within the Office of Partnerships, Division of Standards Implementation, which is a sister division of the Division of Partnership Investments and Agreements, who are responsible for overseeing the produce CAP.”



Standards – What Are They?
• A holistic set of elements for a quality regulatory program

• Organized by subject areas

• Provides a road map/business plan, with built in flexibility 
to address your program’s specific needs

• Published by FDA
– Technical support leads in OP/Division of Standards 

Implementation

• Existing standards – MFRPS, AFRPS, ERPS, VNRFRPS
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Presentation Notes
GENERAL NOTES: This slide hits upon a high-level description of what regulatory program standards are in general.SCRIPT: The standards are a holistic set of elements that, when implemented, support a quality regulatory program that is internally consistent and defensible.  The produce standards join existing standards for manufactured food, animal food, egg, and retail food, and are similar to the standards for manufactured food, animal food, and eggs.  The standards are organized by subject areas, which we’ll cover in this presentation, making it easy to think about each component of a regulatory program standard.  The standards can be seen as a business plan or a road map, and is written to be flexible enough to address your program’s specific needs.The standards are published by FDA, and the technical support leads are housed within the Office of Partnerships, Division of Standards Implementation, which is a sister division of the Division of Partnership Investments and Agreements, who are responsible for overseeing the produce CAP.”



What’s In It For Me?
• Business Plan/Model

• Defensible regulatory actions and decisions

• Structured way of thinking about the program

• Clear elements to achieve

• Built-in quality management

• Foundation of mutual reliance with other states

• Job aids to help achieve conformance

• Support from FDA, NASDA, and AFDO as you progress

Presenter
Presentation Notes
GENERAL NOTES: The speaker should hit on these benefits, and mention that the audience should keep these benefits in mind as the reset of the presentation progresses.  Speakers can modify this slide to fit their own experience or audience.SCRIPT: Standards might be seen as an additional administrative burden, but there are numerous benefits to implementing the standards, which are highlighted at a high level here, and something to keep in mind as we move forward through this overview.  Chief among them, you can think of the standards as a business plan or a business model, which lays out the various components of a regulatory program and has clear elements to achieve. The standards have built-in quality management components, which helps ensure that regulatory actions and decisions are defensible, and having quality programs across the country provides a foundation for mutual reliance between states and with FDA, as there is increased confidence in the quality of the work being done by each program.  And of course, as you go through this process, you are not alone.  The standards have job aids to help you achieve conformance, and FDA, NASDA, and AFDO will continue to be hard at work to support you as you work towards full conformance.



Benefits for Industry
• Provides a foundation for more uniformity

– More consistent inspectional processes
– Promotes more uniform application of the Produce Safety Rule
– Improved quality of inspections to help farmers identify risks

• Increases consumer confidence in safe produce

• Reduces recalls

Presenter
Presentation Notes
GENERAL NOTES: The next set of slides breaks down benefits by constituencies.  The presenter can add as appropriate, based on experience.SCRIPT: At the start of the presentation, we tried to answer the question “What’s in it for me?,” and asked that you hold that question in your head as we went through the content of the standards.  Now we’d like to break down the benefits of conformance to the standards by our customer.First, for our industry, the standards provide a foundation for greater uniformity and consistency both among inspectors within a program, as well as between different states.  More consistent inspectional processes mean that our farmers can expect a similar flow each time we visit them.  The standards help promote a more uniform application of the produce rule, and ideally, improved quality of inspections will help our industry partners identify risks to their products.  This, of course, leads to increased consumer confidence in the safety of their produce, and for the industry, will lead to a reduced number of recalls or other market actions.



Benefits for Inspectors
• Establishes a training plan and continuing education, 

resulting in effective field activities

• Documents procedures to facilitate training, promotion, 
and succession

• Improves quality of inspections

• Improves relationships with regulated community with 
more consistency between inspectors
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Presentation Notes
GENERAL NOTES:  The presenter can add as appropriate, based on experience.SCRIPT: For the produce inspectors, the standards provide a training plan, leading to a more consistent knowledge base and providing them with the knowledge and skills to effectively carry out quality inspection.  Documented procedures help improve consistency of the inspections and quality of inspectional reports. And ultimately, this leads to improved relationships with the regulated community.



Benefits for Program Managers
• Business plan for easier program and staff management

– Built in flexibility to meet local/regional needs

• Defines the framework for a legally defensible program

• Documents procedures for training, workplanning, 
succession

• Outlines education and outreach activities to strengthen 
industry relationships

Presenter
Presentation Notes
GENERAL NOTES:  The presenter can add as appropriate, based on experience.SCRIPT: For program managers, like I said at the top, the standards ultimately can be seen as a business plan, which can help ease the burden of figuring out both program and staff management, as the elements are laid out, and yet flexible enough to meet your specific needs.  The standards identify the procedures that you need to help build a legally defensible program, and also includes components to address workplanning and can even help with succession planning.  And the standards help strengthen industry relationships by outlining the education and outreach activities the program will engage in.



Benefits for Ag Commissioners
• Support from the FDA to ensure a quality program

• Documents processes for a legally defensible position

• Promotes alignment among states without dictating how a 
state must implement processes

• Protects consumers from unintended outbreaks which 
damage consumer confidence in agricultural products

• Prepares a program for outbreak and other emergency 
response

Presenter
Presentation Notes
GENERAL NOTES:  The presenter can add as appropriate, based on experience.SCRIPT: For our Ag Commissioners, Secretaries, or other senior executives, the standards provide the processes to ensure that the program is legally defensible.  It promotes alignment among the states while still retaining the flexibility for each state’s needs, and FDA is there to support the program throughout implementation and even after the state has achieved conformance. The standards prepare a program for emergency response and ultimately, they help the program protect consumers and maintain consumer confidence in agricultural products.



PRPS Development to Present
• Kick-off: March 2022

• Workgroups: March 2022 – November 2022

• Final Development Committee Review: March 2023

• Submitted to FDA: May 11, 2023

Presenter
Presentation Notes
GENERAL NOTES: This is just a timeline slide, of activities up to submission to FDA.SCRIPT: As a quick overview of where we have been through this point, PRPS development began in earnest in March 2022.  Workgroups for each of the 10 standards met from March through November, and the development committee conducted its final reviews in March 2023.  The draft standards were then submitted by NASDA to FDA on May 11, 2023.



Who Wrote Them? – The Development 
Committee
California Virginia
Colorado FDA – OP/Division of Standards 

Implementation
Massachusetts FDA – ORA PSN
Minnesota FDA – CFSAN PSN
Nebraska FDA  - OHAFO/Audit Staff
North Carolina NASDA
Texas AFDO (non-voting)

Presenter
Presentation Notes
GENERAL NOTES: This slide and the following are to emphasize the collaborative nature of the development process.SCRIPT: A total of 14 voting members sat on the development committee.  8 states were on the committee, representing regions across the country, a variety of program sizes from the very small to the very large, and both path B and path C programs were involved to ensure we understood how the standards might impact programs of all stripes.  5 FDA members, representing DSI, both CFSAN and ORA PSN, and OHAFO Audit Staff, provided FDA’s perspective and prior experience from the other regulatory program standards.  NASDA (Jim Melvin) also served as a voting member.  AFDO (Brenda Morris) served as facilitator/manager of the process, but did not have a vote on the development committee.



Who Wrote Them? – The Workgroups
State Participants FDA SME

Standard 1 Virginia, Louisiana, Michigan, Oklahoma CFSAN PSN
Standard 2 Texas, Missouri, South Carolina OTED
Standard 3 Massachusetts, Minnesota, Alabama, New Jersey ORA PSN
Standard 4 Massachusetts, Minnesota, Virginia OHAFO AS
Standard 5 California, Minnesota, Rhode Island RRT
Standard 6 North Carolina, Arizona, Michigan, Minnesota OHAFO AS
Standard 7 Colorado, New Jersey, Oregon, Vermont ORA PSN
Standard 8 Nebraska, Indiana, South Carolina OP/DPIA
Standard 9 Nebraska, Missouri, Texas OHAFO AS
Standard 10 North Carolina, Minnesota, Michigan CFSAN ORS
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Presentation Notes
GENERAL NOTES: This slide is to emphasize the collaborative nature of the development process.SCRIPT: Each development committee member chaired one or more of the workgroups that really did the nitty gritty work of writing each standard.  Additional states sat on each workgroup, providing their unique perspectives and experiences. In addition, 2 FDA representatives sat on each workgroup – one from DSI, and one subject matter expert, in addition to NASDA, and AFDO continued to facilitate the process.We want to take a moment to recognize all the work the workgroup members did in drafting each standard.  If you were involved in drafting the standards, please stand.



Presenter
Presentation Notes
GENERAL NOTES: Presenters should stress that this organization and layout of each standard is the same across all RPS, except for AFRPS which has Standard 11 for Sampling.  Therefore, if they are familiar with other RPS or will be working with others who are in other RPS programs, everyone is speaking the same language.SCRIPT: Now let’s move into the actual content of the standards – again, at a very high level, to get everyone thinking about the standards and build a foundation for familiarity with the document.  All of the regulatory program standards (MFPRS, AFRPS, ERPS) are organized in the same manner, so if you work with someone else familiar with other standards, they will have the same framework.The Standards are broken down into 10 chapters, starting with Standard 1, Regulatory Foundation, through Standard 10, Laboratory Support, and with AFRPS having an additional Standard 11 for sampling due to the high volume of samples animal food programs do.  Each standard has the same 5 sections of content – a purpose statement, a requirement summary, the elements themselves, the expected outcome, and the documentation needed to support the elements of each standard.  Every standard also has at least one appendix, which is a checklist when doing a self-assessment.  Some standards will have additional appendices to assist in documenting the work done.  When FDA’s audit staff is doing an assessment, they are auditing to the program elements and documentation only.Let’s now move into summaries of each individual standard.  Please keep in mind that these slides do not cover all of the specific elements of each standard, but are only intended to give you a big picture idea of what each standard is. You will likely see and hear very familiar concepts as we review the standards, as the produce CAP tracks a number of these concepts.  So while the standards may seem like a very large lift, in reality, with progress on the produce CAP, you’re already on your way.



Standard 1: Regulatory Foundation
• Evaluate the scope of legal 

authority

• Evaluate the adequacy of 
regulatory provisions to ensure 
the protection of fresh produce

• Compares state laws and rules to 
FDA’s regulatory foundation

• Does not require adoption or 
incorporation of federal law into 
state law

Presenter
Presentation Notes
GENERAL NOTE: The speaker can utilize each slide’s bullet points to guide the overview.  Each slide addresses the top-level requirements for each standard.  Make it clear that this presentation is meant only as a high-level overview, and additional elements appear in each standard.SCRIPT:  Standard 1 asks that programs evaluate the scope of their legal authority, and consider the adequacy of the regulatory provisions to ensure protection of fresh produce.  The program will need to compare their authorities to FDA’s regulatory foundation, but the standards do not require adoption or incorporation of federal law into state law.



Standard 2: Training
• Establish and document a 

training plan and training 
records

• Coursework, field training, 
and continuing education

Presenter
Presentation Notes
GENERAL NOTE: The speaker can utilize each slide’s bullet points to guide the overview.  Each slide addresses the top-level requirements for each standard.  Make it clear that this presentation is meant only as a high-level overview, and additional elements appear in each standard.SCRIPT: Standard 2 covers a program’s training program.  It requires that a program establish and document a training plan, and establishes the retention of training records.  The training program covers coursework, field training/OJT, and also establishes continuing education requirements.



Standard 3: Inspection Program
• Define inventory

• Define risk profiles

• Document procedures for 
inspecting, reporting, and 
reviewing

• Procedures for recalls and 
complaints

• Procedures for sample collection 
(if conducted)

Presenter
Presentation Notes
GENERAL NOTE: The speaker can utilize each slide’s bullet points to guide the overview.  Each slide addresses the top-level requirements for each standard.  Make it clear that this presentation is meant only as a high-level overview, and additional elements appear in each standard.SCRIPT: Standard 3 covers a program’s inspectional program.  It starts by asking a program to define its inventory and risk profiles for the farms, and then establishes procedures for conducting, reporting, and reviewing the inspections.  Standard 3 also covers recall processes and handling of complaints, both consumer and industry.  Finally, if your program collects samples, the requirements for sample collection procedures is located in Standard 3.



Standard 4: Inspection Audit Program
• Procedures for field and desk audits

• Procedures to evaluate, track, 
trend, and correct

• Ensures quality and consistency 
among program staff

Presenter
Presentation Notes
GENERAL NOTE: The speaker can utilize each slide’s bullet points to guide the overview.  Each slide addresses the top-level requirements for each standard.  Make it clear that this presentation is meant only as a high-level overview, and additional elements appear in each standard.SCRIPT: Standard 4 sets out requirements for how a program ensures quality and consistency of its work through internal field and desk audits.  The standard asks for procedures to evaluate, track, and trend the results of the audits, and to engage in corrections if there is significant deviation from the procedures. 



Standard 5: Foodborne Illness, Outbreak, 
Response

• Procedures to plan for response 
activities

• Procedures for detection, 
response, and post-response

• Establishes communication 
pathways

• Sharing of findings/prevention 
measures

Presenter
Presentation Notes
GENERAL NOTE: The speaker can utilize each slide’s bullet points to guide the overview.  Each slide addresses the top-level requirements for each standard.  Make it clear that this presentation is meant only as a high-level overview, and additional elements appear in each standard.SCRIPT: Standard 5 covers outbreaks and response.  The language used in standard 5 changes a little bit to be more encompassing of all food, not just produce, to ensure that the produce program is engaged with other programs.  Standard 5 lays out elements to plan for how to respond to an incident, requires procedures through the three primary phases of a response, and helps ensure that communication pathways are established ahead of time so that no one is scrambling at the last minute to figure out who to call.  Finally, Standard 5 establishes pathways for sharing of findings and prevention measures.



Standard 6: Compliance and Enforcement 
Program

• Describe strategies, procedures, 
and actions to enforce laws and 
regulations

• Procedures to evaluate 
effectiveness of the enforcement 
program

Presenter
Presentation Notes
GENERAL NOTE: The speaker can utilize each slide’s bullet points to guide the overview.  Each slide addresses the top-level requirements for each standard.  Make it clear that this presentation is meant only as a high-level overview, and additional elements appear in each standard.SCRIPT: Standard 6 is about a program’s compliance and enforcement actions.  The elements ask that the program describe the strategies, procedures, and actions to enforce the laws and regulations. The standard also asks that the program have a process to evaluate the effectiveness of the enforcement program. 



Standard 7: Outreach Activities
• Documents methods for 

conducting education and 
outreach

• Evaluation of outreach activities

Presenter
Presentation Notes
GENERAL NOTE: The speaker can utilize each slide’s bullet points to guide the overview.  Each slide addresses the top-level requirements for each standard.  Make it clear that this presentation is meant only as a high-level overview, and additional elements appear in each standard.SCRIPT: Standard 7 covers the outreach and education activities that a program will do, and asks that a program document the methods and processes for conducting these activities.  Standard 7 also includes elements to evaluate the outcome of your outreach activities.



Standard 8: Program Resources

• Procedures for workplanning

• Procedures for resource review 
to meet the workplan

Presenter
Presentation Notes
GENERAL NOTE: The speaker can utilize each slide’s bullet points to guide the overview.  Each slide addresses the top-level requirements for each standard.  Make it clear that this presentation is meant only as a high-level overview, and additional elements appear in each standard.SCRIPT: Standard 8 sets out the elements for procedures on workplanning, and ensuring that a program has a process for reviewing its resources to meet the workplan that is established each year.



Standard 9: Program Assessment
• Self-assessments to determine 

conformance to the PRPS

• Development of a strategic 
improvement plan

• Document control

• Continuous improvement 
process

Presenter
Presentation Notes
GENERAL NOTE: The speaker can utilize each slide’s bullet points to guide the overview.  Each slide addresses the top-level requirements for each standard.  Make it clear that this presentation is meant only as a high-level overview, and additional elements appear in each standard.SCRIPT: Standard 9 is generally where programs should start when beginning to implement the standards.  It discusses the process of conducting the self-assessments to determine the existing level of conformance to the standards, and then how a strategic improvement plan should be developed and implemented.  Standard 9 also addresses document control.  Ultimately, Standard 9 aims to ensure that a program continues to improve over time.



Standard 10: Laboratory Support
• Only if sampling is conducted

• Establishes agreements with the 
laboratory

• Describes communication between 
the laboratory and program

• Identifies requirements of the 
laboratory

Presenter
Presentation Notes
GENERAL NOTE: The speaker can utilize each slide’s bullet points to guide the overview.  Each slide addresses the top-level requirements for each standard.  Make it clear that this presentation is meant only as a high-level overview, and additional elements appear in each standard.SCRIPT: Last but not least, Standard 10 is related to laboratory support.  This standard will only need to be met if a program conducts sampling activities.  Standard 10 is not about the collection of the sample, which is covered in Standard 3, but about the requirements of the servicing laboratory.  The standard requires that agreements be established with the servicing laboratory or laboratories, and that communication pathways between the lab and the program are established, so that results or technical support requests don’t flounder.  Finally, the standard requires that the servicing lab either be ISO accredited or meet all the requirements otherwise of ISO accreditation.



What’s Next?
• OMB Clearance/Public Comment: Started October 2023

• Update Process Recommendations: to FDA January 2024

• Pilot Program: started January 2024
– Focused on self-assessments and strategic improvement plan
– Gather data and feedback

• Additional outreach and education

• Expected formal publication: Fall 2024

• More to come

Presenter
Presentation Notes
GENERAL NOTES: This is a timeline slide of next steps, and emphasis should be placed on flexibility within the timeline.SCRIPT: So what’s next for the standards? The standards were sent forward to the Office of Management and Budget clearance process in October 2023.  This process is expected to take about a year, during which there will also be a 60 day public comment period, which ultimately will lead to the formal publication of the standard in Fall 2024.  NASDA is finalizing a proposal on how recommendations to update the standards will be made, which was based on input from the Development Committee and the experience of MFRPS and the MFRPA, and this will be sent to FDA.While this is all going on, a pilot program is kicking off in January 2024.  The pilot program has four states involved, and the focus will be on conducting the self-assessments and developing a strategic improvement plan.  The experience of the pilot states will help identify what additional resources need to be developed ahead of a larger roll-out and enrollment for all programs.There will be more education and outreach on the standards as this process unfolds, so do keep an eye and ear out in the future.
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