Food Safety Modernization Act – 
Produce Safety Rule Draft Guidance
INSTRUCTIONS FOR EFFECTIVELY COMMENTING
Produced by the National Sustainable Agriculture Coalition to assist organizations and farmers.   

This document is intended to help organizations and individual farmers concerned about FSMA Produce Safety Rule inspections and their impact. Please read these instructions carefully and submit a comment that is specific to your experience with the Produce Safety Rule. 
Step 1 – Determine how you or the farms you work with may be affected by the Produce Safety Rule – any farmer who grows fresh produce that is eaten raw may be affected: http://sustainableagriculture.net/fsma/who-is-affected/
Step 2 – Customize the comment below! Please rewrite highlighted areas/ delete areas you do not want to comment on to customize your comment! 
Step 3 – Submit your comment here: https://www.federalregister.gov/documents/2018/10/22/2018-23006/standards-for-the-growing-harvesting-packing-and-holding-of-produce-for-human-consumption-draft  
The Comment Deadline is April 22, 2019 at Midnight. You can submit your comment by copying and pasting text 
into the comment box directly or uploading your comment as an attachment (after deleting any unnecessary text). Please note all comments and information in the comments, including name, address, etc. will be made public. 
To: Dockets Management Staff (HFA-305)
Food and Drug Administration 

5630 Fishers Lane, Rm. 1061
Rockville, MD 20852.
Re: Comment on the Produce Safety Rule Draft Guidance: Standards for the Growing, Harvesting, Packing, and Holding of Produce for Human Consumption; Draft Guidance for Industry; Docket No. FDA-2018-D-3631
I am a ____ [farmer, organization who works with farmers across [state],…]. 

[Customize your comment with your story: What is the name of your farm or organization? What do you grow or what types of growers do you work with or purchase produce from? How long have you been in business? Where do you sell your products and how do you already ensure their safety? What is your interest in food safety and the produce safety rule regulations? If you commented on the earlier proposed produce safety rule, say so.]
I am writing because I am concerned about the impact of FDA’s Produce Safety Rule inspections on [my farm / business operation, the practices I use on my farm, farmers in my community, the farms that I buy food from, etc.…]. I look forward to reading the Final Guidance document on the Produce Safety Rule, and hope that it will include clear, concise information that is practical and informative for farms of all sizes.  

Thank you for providing farmers, food businesses, agriculture organizations, and the general public with the opportunity to comment on the Draft Guidance.  I am specifically concerned about the following issues outlined below. Specifically, the Final Guidance should include: 
· Confirmation that vermicompost is a properly treated soil amendment;
· Guidance on Subpart Q – Compliance and Enforcement;

· Guidance for diversified farms with crop / livestock rotations; 

· Examples that apply to certified organic farms;

· Examples in the Draft Guidance that are realistic for beginning farms estimating their three year annual sales projections for exemption purposes and farms that use porous materials. 

Sincerely,

[Full name, business name, city and state, email address]
Comments on the Produce Safety Rule Draft Guidance Document:

1. Issue: FDA should allow vermicompost to be used as a properly treated soil amendment – At this time, FDA considers worm castings and soil mix with worm castings as an untreated Biological Soil Amendment of Animal Origin (BSAAO). If a grower wants to continue using soil mix with worm castings, according to the FDA, the grower will be required to either: 1. get worm castings from a source that “properly treats” it (21 C.F.R. § 112.54); or 2. apply the soil mix with worm castings in a manner that does not contact covered produce during application and minimizes potential for contact with covered produce after application, and then wait the recommended minimum application interval time period before harvest (120 days recommended). FDA does not include any guidance in the document on what is a proper “treatment” for worm castings.
[NAME or ORGANIZATION] strongly recommends FDA clarifies in the guidance that vermicomposting is a proper treatment process. NOP has recognized vermicomposting as an acceptable method of composting. Vermicompost has been shown to significantly reduce pathogens
 and should be considered a proper treatment process by FDA. Vermicompost is a cost effective way to promote soil biodiversity and fertility and increase crop yields. FDA should ensure that farms are able to use vermicompost in a realistic way and still remain compliant with the Produce Safety Rule. 
Customize Your Comment & Help FDA Understand Why this Matters: 

· Do you use verimcompost? If FDA does not consider vermicompost as a properly treated soil amendment, and requires that you wait 120 days after applying the vermicompost to harvest your crop, explain to FDA how this will impact your operation. 
· Do you work with farmers that use vermicompost? What impact will this have on their operations?
2. Issue: No Guidance on Compliance and Enforcement – FDA’s decision to not include Subpart Q – Compliance and Enforcement and Subpart R- Withdrawal of Qualified Exemption leaves farmers, educators, and other stakeholders with questions and concerns about the upcoming Produce Safety Rule inspections. FDA should provide farmers with more detailed guidance on compliance and enforcement, including: 
1. Information about who will be the enforcing authority in my state, and the level of involvement both the state Department of Agriculture and FDA will have in addressing any violations that might arise during a routine Produce Safety Rule inspection. 

2. Confirmation that exempt and qualified exempt farms will not be inspected, except when such a farm is actually involved in an outbreak. 

3. Additional Guidance on what types of violations of the Produce Safety Rule trigger each of these potential enforcement actions: an unannounced follow-up inspection, a mandatory recall, a request to stop the sale of produce, a warning letter, or a fine. 
4. Details on how a farm can issue a complaint or appeal an adverse decision. 

5. Details on how long inspections might last, depending on the farm’s size. 
Customize Your Comment: Pick which Enforcement and Compliance topics are relevant to you and help FDA understand why this matters:  
· What have you heard from farmers or how do you personally feel about upcoming Produce Safety Rule inspections? 
· Do you feel FDA needs to provide additional Guidance on Produce Safety Rule inspections? If so state this. 
· FDA plans to visit Qualified Exempt farms to verify their exemption, but states most likely will not. Is this a concern in your state? 
· What concerns do you have about how the states and FDA will enforce any violations of the Produce Safety Rule?

· Do you know how to appeal or file a complaint if a Produce Safety Rule inspector decides to issue a violation because of an activity or item that is not related to or addressed in the Produce Safety Rule?
3. Issue: Include Guidance for Farms with Crop/ Livestock Rotations – The Final Guidance document should include information for farms with both covered produce and livestock located on the same farm. There is no information in the Guidance on using a crop/ livestock rotation and how the co-location of grazing animals and produce will be evaluated under the Produce Safety Rule. 
FDA has also publicly stated that they do not consider grazing animal manure to be a Biological Soil Amendment of Animal Origin (BSAAO or soil amendments that consist of animal manure or byproducts) . FDA should state in the guidance that grazing animal manure is not a BSAAO, so it is clear this is FDA’s current thinking. Instead, FDA should add additional guidance in Chapter 5: Domesticated and Wild Animals about how to evaluate and monitor for potential contamination of covered produce from grazing animals for diversified farm operations with crop/ livestock rotations. 
Customize Your Comment: Help FDA understand why this matters: 
· If you have grazing animals and want to know how the Produce Safety Rule expects you to monitor for potential contamination caused by grazing animals on of the produce you grow, ask FDA to include additional information on this topic in the Guidance Document.
· Do you work with diversified operations that have both domestic animals and covered produce? What additional guidance would be helpful for you to help advise farms on the best way to reduce food safety risks associated with co-location of animals and covered produce? 
4. Issue: Include Examples and Guidance that is Practical for Farms Required to Comply with Both the National Organic Program and the Produce Safety Rule – FDA should add multiple examples for farms that are required to comply with the National Organic Program (NOP) and the Produce Safety Rule to the Draft Guidance Document. The Draft Guidance and Final Guidance document must ensure the Produce Safety Rule does not conflict with NOP. The Food Safety Modernization Act language mandates that FDA consider NOP’s policies when implementing the Produce Safety Rule. [NAME OR ORGANIZATION] strongly encourages FDA to include additional examples for certified organic operations, so both inspectors and farmers have a clear understanding of the Produce Safety Rule requirements, including the following: 
· An example about how a farm can use an untreated biological soil amendment of animal origin on root crops that are covered produce (e.g. carrots) in a way that is compliant with both the Produce Safety Rule and NOP. 

· Examples on how a farm can properly treat compost in accordance with NOP requirements and the Produce Safety Rule. 
Overall, FDA should include in new Draft Guidance for public comment and in the Final Guidance examples and recommendations for certified organic farms that are required to comply with both NOP and the Produce Safety Rule. 

Customize your Comment & Help FDA understand why this matters:
· Do you buy organic? Tell FDA why this issue matters to you as a consumer of organic produce. 

· Are you an organic farmer? Do you feel like you need more Guidance on how to comply with both NOP and the Produce Safety Rule? Let FDA know! 

· Do you work with Organic farms? Are there common questions you get about NOP and the Produce Safety Rule that are not covered by the Draft Guidance? 

· There are examples in the Guidance about the insulation of compost (page 65 of the Draft Guidance) and an example that infers untreated biological soil amendments of animal origin cannot be applied to root crops (page 68 of the Draft Guidance). Are you concerned about these parts in the Guidance and their potential conflict with NOP? 
5. Please Keep Flexible and Practical Options in the Draft Guidance – [We or I am or are] thankful for the time and work FDA put into creating the Draft Guidance. [I am or we are] encouraged to see examples and suggestions in the Draft Guidance document that are practical and realistic for smaller and mid-sized, sustainable, and diversified farm operations. FDA should keep all of these examples and suggestions in the Final Guidance document, including, but not limited to, those mentioned below. 
FDA should keep in the Draft Guidance document the language that allows farmers to estimate their annual sales if they do not yet have three years of sales records to prove an exemption or qualified exemption. The language provides realistic guidance to beginning farmers on how to prove an exemption or qualified exemption without three years of annual sales records. 

The Draft Guidance document also includes the option to use porous materials such as wood, fabric, or foam if maintained properly and adequately sanitized. FDA should keep this language in the guidance document to provide flexibility and a cost-effective option for farms that use wood, or other porous materials that contact covered produce.
Customize Your Comment & Help FDA understand why this matters: 
· Are you a beginning farmer? Do you work with beginning farmers? Explain why FDA should keep the language stating farms can estimate their three years sales average with projections if they do not yet have three years of sales records. If FDA requires additional proof, such as plans to expand the operation, number of employees, etc. explain while this will not provide a realistic estimate of three years of annual sales, and will be burdensome for beginning farmers. 
· Do you use porous equipment and tools that contact covered produce? What are some best practices for sanitizing this equipment? What would be the consequences if you had to replace all of the porous food contact surfaces on your farm? 

· Do you work with farms that cannot afford to replace their porous materials? Let FDA know and request they keep this language in the Draft Guidance document. 
· What other examples in the Draft Guidance do you want FDA to keep? Are there any that are specific to your operation or the operations you work with that are realistic and practical? If so, ask FDA to include them in the Final Guidance document. 
� Manyi-Loh, Christy E., et al. “An Overview of the Control of Bacterial Pathogens in Cattle Manure.” International Journal of Environmental Research and Public Health; Basel, vol. 13, iss. 9, Sep. 2016, pp. 1-27.
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