Food Safety Modernization Act – 
Traceability Proposed Rule Draft Guidance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 Traceability Proposed Rule and its impact on local and regional food systems. Please read these instructions carefully and submit a comment that is specific to your experience with Traceability Proposed Rule. 
Step 1 – Determine how you or the farms you work with may be affected by the Traceability Proposed Rule – any farmer who grows fresh produce that is eaten raw may be affected: https://sustainableagriculture.net/blog/fsma-traceability-rule-part-1/; https://sustainableagriculture.net/blog/fsma-traceability-rule-part-2/  
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://beta.regulations.gov/document/FDA-2014-N-0053-0184 
The Comment Deadline is February 22, 2021 at 11:59pm Eastern Time. 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 
Requirements for Additional Traceability Records for Certain Foods; Proposed Rule; FDA-2014-N-0053-0184
I am a ____ [farmer, food business, organization who works with farmers or food businesses across [state],…]. 

[INTRODUCTION: Customize your comment with your story: What is the name of your farm or organization? What do you grow or what does your food business sell, 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 or who do you purchase products from? What does your current traceability recordkeeping system look like? What is your interest in the proposed traceability rule regulations?]
Congress specifically gave farms and small food businesses protections in FSMA from unfair recordkeeping requirements.  I am writing because FDA’s Additional Traceability Records for Certain Foods Proposed Rule (“Traceability Proposed Rule”) ignores those protections.  If this violation of FSMA’s small business protections is implemented, it will hurt [my farm / food business, farmers in my community, the farms or food hubs that I buy food from, etc.…]. 
I am specifically concerned about the following issues I have outlined below. Specifically, the Final Traceability Rule should: 
· Remove all requirements that apply to farms that are not facilities. 
· Maintain the FSMA Section 204 exemption for food produced on a farm with proper packaging and labeling. 
· Revise the Food Traceability List to focus on the risk factors highlighted in FSMA. 
· Ensure scale appropriate options for varying business sizes. 
· Remove the electronic spreadsheet requirement. 
Sincerely,

[Full name, business name, city and state]
Comments on the Traceability Proposed Rule:

1. Issue: This Rule Should Not Apply to Farms 
FDA should follow the specific language of FSMA and exclude farms from coverage under the Traceability Proposed Rule.  FSMA Sec. 204(d)(1) specifically says that it applies to ‘facilities.’  Congress has consistently mandated since the Bioterrorism Act of 2002 that FDA should not apply food traceability rules for food manufacturing facilities to farms.  Throughout FSMA, Congress makes clear the term ‘facilities’ does not include farms that are not further processing or manufacturing food in a way that falls within the “facilities” definition.  FDA cannot ignore the plain language of the law.  FDA must revise Sec. 1.1300 of the Traceability Proposed Rule by limiting the entities covered by the rule to ‘facilities’ as that term is defined in the FSMA Preventive Controls Rule for Human Food. 
FDA must also revise all sections that apply to farms that are not facilities and should make clear in the exemptions under Sec. 1.1305 that farms that are not facilities are exempt from this rule. Sec. 1.1325 and Sec. 1.1350(b)(2) are also in violation of FSMA, and these requirements should also be deleted. The rule should be limited to food that is transformed or created by a facility, not food that is grown and sold as is by a farm or shipped by a farm.
Customize Your Comment & Help FDA Understand Why this Matters: 

· Are you a farm worried about having to comply with a rule that is not meant for you, but instead for further processed, value-added products? If you had to comply and keep detailed records of the GPS coordinates where you grow any item on this Food Traceability List, and detailed information for every shipment of these items you send, how much time and money would this cost you? 
· Explain to FDA what it might look like if you are required to constantly update the GPS coordinates for where you harvested each produce item. 
· Explain to FDA what concerns you have as a farmer with providing this information to them and how much time and money it would cost you to comply with keeping these detailed records for every item you grow that is on the FTL. 
2. Issue: Ensure farm products that are fully traceable are EXEMPT throughout the supply chain
The proposed traceability rule should not require businesses to keep traceability records and create a lot code for any exempt product. For example, a farm product that is exempt because it meets the labeling and packaging exemption should not be a product where businesses throughout the supply chain are required to keep detailed records for that product, especially farm-level records. As a result, buyers most likely will still require exempt farms and small businesses to keep and provide them with these detailed records. This is not in line with the exemptions in FSMA section 204(d)(6)(B). We or I request that FDA at the very least fully exempt products that are required to be exempt by law, and maintain exemptions across the supply chain to ensure exempt businesses are truly exempt.
Sustainable farm operations may also be affected by FDA’s requirements regarding the packaging necessary for the exemption for food produced on a farm with the proper labeling information. As mentioned above, some commonly used containers that are recyclable, are not allowed to be used for this exemption. The examples FDA provides on what packaging is acceptable for this exemption are expensive, resource intensive, and may not be possible for many farmers. For example, FDA recommends that to meet this exemption, farms individually wrap each cucumber in sealed plastic wrap, with the appropriate labeling. We are or I am concerned about the environmental waste, impact, and costs this will create for small and mid-scale sustainable farms. So long as the products are traceable back to the farm through the label information, there should not be major concerns about the packaging requirements.   
Customize Your Comment and help FDA understand why this matters:  
· Do you or the farmers that you purchase food from use more sustainable and still safe containers like clamshells, boxes, and crates and other containers where items may not be individually wrapped? What packaging do you use? How much would it cost for you if you were to individually wrap each item in plastic? 
· Explain to FDA the financial and environmental impact this might create. 
· Explain to FDA what types of labels you use to ensure products are fully traceable to the farm. 
3. Issue: Revise the Food Traceability List  
FDA should follow the intent of FSMA and limit the definition of high risk foods to foods where the production conditions—primarily in food processing—inherently create a foodborne illness risk.  The Traceability Proposed Rule’s definition of high risk foods inappropriately includes Raw Agricultural Commodities that are not inherently dangerous, merely because those crops have been involved in outbreaks.  Outbreaks in tomatoes, peppers, leafy greens and melons have not been caused by the nature of growing those vegetables.  Congress instead emphasized food manufacturing risks in FSMA Sec. 204(d)(2)’s list of risk factors.  FDA must revise its methodology for assessing high risk foods to conform with Congressional intent to prioritize foods with riskier processing and manufacturing steps.

Customize Your Comment & Help FDA Understand Why this Matters: 

· Do you grow, ship, and/or receive cucumbers, tomatoes, peppers, leafy greens, or melons? All of these items are on the Food Traceability list, with little consideration for whether or not further processing or different types are more inherently riskier than others. Explain to FDA the concerns you have with grouping these items all together, without consideration for the true “risk” depending on varying conditions and varieties.  
· Will you start to have problems sourcing items on this list?  Will distribution customers want to pay less or stop buying those crops, causing market shifts to other products with similar risks but less requirements?
· Explain to FDA the impact it might have on your business if these items (tomatoes, peppers, watermelons, kale, etc.) are included on the FTL. 
4. Issue: Ensure Scale Appropriate Options Similar to Other FSMA Rules –: 
The primary purpose of this rule was to allow FDA to ensure a quick and rapid traceback during a nationwide food borne illness outbreak. The challenges that are faced in a nationwide outbreak with multiple supplier sources are different from a local food retailer with a shorter and more local supply chain. FDA should ensure the Proposed Traceability Rule allows for small business exemptions similar to the other FSMA rules, such as the Preventive Controls for Human Food Rule, to ensure this rule is not requiring small businesses to implement a system written to address supply chain scales and practices that they do not utilize. 
A 10 employee or less exemption is not realistic when small businesses with a few hundred employees have the exact same supply chain. The Proposed Traceability Rule should exempt Retail Food Establishments, which would include some grocery stores, as consistent with FSMA’s statutory intent. 
Customize your Comment & Help FDA understand why this matters:
· Do you sell to small food hub, local, independently owned grocery store, or related business? Explain to FDA how you currently provide traceability information to them, and what your supply chain path looks like (i.e., direct to store).     

· Are you a small food business with a short supply chain? Explain to FDA why this rule does not work for you.  
5. Do not Require Electronic Records or Other Technology 
 [We or I am or are] concerned about the requirement to provide FDA with an electronic spreadsheet of all required records, if requested, within 24 hours. This is in clear violation of FSMA Section 204(d)(1)(C) and FSMA Section 204(f)(3). We are or I am concerned about the impact the spreadsheet requirement might have on small and rural businesses that do not have the technology in place to provide an electronic spreadsheet within 24 hours. FDA must delete this requirement in the Traceability Proposed Rule Sec. 1.1455(b)(3). FDA must ensure that additional technology is not included as a requirement in the final rule, or it will be a violation of FSMA.  
Customize Your Comment & Help FDA understand why this matters: 
· Are you a small business that is worried about this requirement? How much would this requirement cost your business? 
· Are you a farm that does not have the technology or staff in place to meet this requirement? 
· Explain to FDA the impact this requirement and additional technology requirements might have on your business. 
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