


[Company Letterhead]
[Company Name]
[Address]
[City, State, zip]
[Contact information]
[Date]

RE: Notice of Qualification for Categorical Exclusion (email TBD)

Pursuant to the Plastic Pollution Prevention and Packaging Producer Responsibility Act (SB 54) and implementing regulations, [Company Name] (“Applicant”) hereby submits this notice asserting that the covered material identified below qualifies for an exclusion.

This request is based on one or more statutory or regulatory grounds:
1. The packaging qualifies for the statutory agricultural exclusion pursuant to paragraph (4) of subdivision (2) of §42041of the Public Resources Code.
2. The packaging is necessary to comply with federal food safety laws, and no reasonably feasible recyclable, compostable, or biodegradable alternative exists pursuant to Article 2: Section 18980.2. Categorically Excluded Materials.

☐ AGRICULTURAL EXCLUSION (PRC §42041(w)(4))
The Applicant produces agricultural commodities that are grown, harvested, and packaged on the site where the commodities are grown.  

Packaging is inseparable from the agricultural production process and constitutes a necessary step in producing a safe and marketable agricultural commodity.
· Packaging occurs upon harvest, often within immediate removal from the plant
· Product is placed directly into final packaging (e.g., clamshells, film plastic) in the field
· Packaging is required to:
· Prevent contamination from environmental exposure
· Prevent physical damage (bruising, crushing)
· Maintain quality factors (moisture, oxygen, temperature)
· Maintain product integrity during transport
· Preserve shelf life of highly perishable commodities
The commodity does not exist in a marketable form prior to packaging. The packaged product is introduced into commerce without repackaging, alteration to the primary packaging and is in the same form in which it was packaged on-site. Because all statutory elements are satisfied, the packaging described herein is excluded from the definition of “producer” and therefore excluded from SB 54 requirements.

☐ Categorical Exclusion – Article 2: Section 18980.2.
This request is based on the necessity of such packaging to comply with food safety laws, rules, regulations, guidelines, and best practices and the absence of any reasonably feasible recyclable, compostable, or biodegradable alternative that meets those requirements. 

Federal and State Rules, Regulations, and Guidelines:
21 Code of Federal Regulations Parts 174–186 
Federal Food, Drug, and Cosmetic Act (FD&C Act) | FDA
FSMA Final Rule on Produce Safety | FDA; 21 CFR Part 112
Food Safety Modernization Act (FSMA) | FDA
21 CFR Part 117
DTSC Food Packaging Containing Perfluoroalkyl or Polyfluoroalkyl Substances
NEFSP Wholesale Packing Resource Guide Fresh Cut Produce

Fresh cut produce, as defined by USDA[footnoteRef:1], are fresh fruits and vegetables that have been minimally processed after harvest from the field.  [1:  USDA 2016. Fresh-Cut Produce Shipping Point and Market Inspection Instructions. Available at https://www.ams.usda.gov/sites/default/files/media/FreshCutProduceInstructions.pdf Fresh-cut products are often referred to as “ready to use,” “pre-cut,” and “value added”
products. These products are fresh fruits and/or vegetables that have been altered from
their whole state after being harvested from the field. Whole products, intended for fresh-cut,
are washed and usually trimmed of any external leaves, roots, or peel. These products
are then cut and/or cored into specified styles and sizes, either by hand or using
mechanical equipment and packaged. In some processes the product is rinsed in a
cold water bath (the water may be treated with chlorine used as a disinfectant) and
dried, prior to packaging. Examples are carrot and celery sticks, salad mixes, and
cubed pineapples and melons.] 

The flexible plastic film packaging used for fresh-cut produce[footnoteRef:2] qualifies for a categorical exclusion because compliance with recyclability or compostability requirements under the Plastic Pollution Prevention and Packaging Producer Responsibility Act (SB 54) would conflict with food safety laws, rules, regulations, guidelines, and best practices governing the safe processing, packaging, and distribution of ready-to-eat produce. [2:  U.S. Department of Health and Human Services. 2018. Guide to Minimize Food Safety Hazards of Fresh-cut Produce: Draft Guidance for Industry. Available at https://www.fda.gov/media/117526/download “Fresh-cut produce” means any fresh fruit or vegetable or combination thereof that has been physically altered from its whole state after being harvested from the field (e.g., by chopping, dicing, peeling, ricing, shredding, slicing, spiralizing, or tearing) without additional processing (such as blanching or cooking). Fresh-cut produce may or may not undergo a wash or other treatment before being packaged for use by the consumer or a retail food establishment. Fresh-cut produce can be a single commodity or two or more mixed in the same package, such as coleslaw or fruit salads, and sometimes called “ready to use,” “precut,” or “value added” produce. Examples fresh-cut produce include broccoli florets, cauliflower florets, cut celery stalks, cut melon, peeled baby carrots, riced cauliflower, salad mixes (raw vegetable salads), sectioned grapefruit, shredded cabbage, shredded lettuce, sliced bell peppers, sliced mushrooms, sliced pineapple, sliced tomatoes, spiral-cut zucchini squash, and cubed butternut squash and sweet potatoes.] 


Fresh-cut fruits and vegetables are regulated under the Federal Food, Drug and Cosmetic Act, including amendments made by FDA Food Safety Modernization Act, and implementing regulations administered by the U.S. Food and Drug Administration. These requirements address the growing and harvesting of fresh produce (21 CFR Part 112), as well as the processing of fresh produce (21 CFR Part 117). These federal requirements mandate that food facilities identify, and control known or reasonably foreseeable biological, chemical, and physical hazards that could result in contamination or adulteration of food. Under 21 CFR Part 117 (Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Human Food), facilities producing ready-to-eat foods must conduct a hazard analysis and implement preventive controls to significantly minimize or prevent identified hazards.

Fresh-cut produce presents elevated food safety risks because cutting removes the natural protective barriers of whole produce and exposes internal plant tissues that are highly susceptible to microbial growth and environmental contamination. For this reason, packaging that maintains a sanitary barrier and protects the product after processing functions as a critical preventive control within the federally required hazard analysis framework.

Federal food safety guidance further recognizes the critical role packaging plays in controlling microbial hazards associated with fresh-cut produce. In draft guidance issued by the U.S. Food and Drug Administration under the Food Safety Modernization Act, the agency explains that covered produce continues to respire after packaging and that packaging design must account for this biological process.[footnoteRef:3] [3:  	
FDA, Standards for the Growing, Harvesting, Packing, and Holding of Produce for Human Consumption: Guidance for Industry p. 89 (Oct. 2018) at file:///C:/Users/BarrEM/Downloads/FDA-2018-D-3631-0002_attachment_1.pdf. ] 


Specifically, the guidance addressing the packing of covered produce notes that modified atmosphere or other reduced-oxygen packaging systems, including the use of oxygen-impermeable films, are used to control microbial growth and reduce the risk of exposure to human pathogens, including Clostridium botulinum[footnoteRef:4] and other microbial contaminants that accelerate spoilage or toxicity. This federal recognition that packaging materials must be carefully selected to manage oxygen levels and prevent the growth of harmful microorganisms further underscores that packaging is an integral component of required hazard control strategies to ensure the safety of fresh cut produce. Any change in packaging material that alters oxygen transmission rates or compromises the ability to control microbial hazards would directly affect the safety of the product and could result in noncompliance with federally mandated food safety requirements. Requiring or incentivizing the use of packaging that does not provide equivalent hazard control could increase the risk of foodborne illness and expose regulated entities to significant regulatory enforcement and civil liability under federal and state law. [4:  FDA. 2015. Standards for the Growing, Harvesting, Packing, and Holding of Produce for Human Consumption. Available at, https://www.regulations.gov/document/FDA-2011-N-0921-18558 ] 


Food packaging materials used for fresh-cut produce are also regulated as food contact substances under the Federal Food, Drug, and Cosmetic Act. Federal law prohibits the use of food contact materials that may render food adulterated or allow harmful substances to migrate into food. The regulatory framework governing food contact substances is codified in FFDCA Sections 402 and 409 and 21 CFR Parts 174 –186, which establish safety review and authorization processes for food packaging materials.

Packaging materials must be demonstrated to be safe through one of several federally authorized pathways, including authorization through the Food Contact Notification program, inclusion in the U.S. Food and Drug Administration (FDA) regulations authorizing specific materials under 21 CFR Parts 175, 176, 177, and 178, or qualification as Generally Recognized as Safe (GRAS) under 21 CFR Part 186. These processes require scientific evaluation of migration potential, toxicological risk, and suitability for the intended conditions of use. Therefore, any alternative packaging, including packaging that may be recyclable or compostable, must meet FDA safety requirements before it can be authorized for use.

Federal law further provides that food is deemed adulterated if it has been prepared, packed, or held under insanitary conditions whereby it may become contaminated or rendered injurious to health (FFDCA Section 402(a)(4)). Because fresh-cut produce is a ready-to-eat food that is not subjected to a consumer kill step, packaging serves as the critical food safety barrier that prevents contamination during storage, transportation, retail handling, and consumer use.

Flexible plastic films currently used for fresh-cut produce packaging have been specifically engineered and tested to be food safe and comply with these federal requirements. These materials provide the sanitary barrier, moisture control, oxygen transmission and carbon dioxide properties, and structural integrity necessary to maintain food safety and product quality throughout the distribution chain. The fresh produce industry is constantly re-evaluating commercially available technologies, which are often incompatible with high-speed packing operations, exhibit performance instability under real-world conditions, and are unable to consistently maintain the atmospheric controls necessary to prevent microbial growth and preserve shelf life.
Considering the technological challenges, lack of access to saleable alternatives which require billions of dollars in capital investment and decades of infrastructure development, sourcing and transitioning to new packaging formats, and the vulnerability to contamination and food safety risks of fresh produce, the technological limitations and the absence of viable materials capable of meeting both federal food safety requirements and SB 54 mandates warrant a categorical exclusion for fresh cut produce.

Based on current industry knowledge, commercially available technologies, and continuous applied research  recyclable or compostable packaging material does not provide the same combination of federally compliant food-contact safety, contamination prevention, and functional performance required for fresh produce. Most notably, their latest commercialization effort to scale alternative compostable and bio-based film structures failed during the transition from controlled testing to full production. Despite early-stage promise, the materials proved incompatible with high-speed packing operations, exhibited performance instability under real-world conditions, and were unable to consistently maintain the atmospheric controls necessary to prevent microbial growth and preserve shelf life.

This outcome reflects what researchers commonly refer to as the “Valley of Death”—the high-risk phase between laboratory validation and commercial-scale deployment—where technologies that appear viable in concept fail due to scaling limitations, operational constraints, and insufficient infrastructure. These challenges persist despite decades of investment and repeated attempts to commercialize alternative materials.
Farmers and produce packers submitting an exclusion notification under SB 54 reasonably rely on this body of applied, real-world research and commercialization experience in determining that compliant alternatives do not exist. Their conclusions are not speculative; they are grounded in documented industry failures, current technological limitations, and the absence of viable materials capable of meeting both federal food safety requirements and SB 54 mandates.

Moreover, scaling viable alternatives would require billions of dollars in capital investment and decades of infrastructure development, with no guarantee of achieving the necessary performance standards. Replacing existing packaging with materials designed primarily to meet recyclability or compostability mandates would interfere with federally required food safety controls, including contamination prevention and atmospheric management. Such changes would increase the risk of pathogen growth and product spoilage, ultimately rendering the product adulterated under federal law.

Accordingly, in reliance on this extensive body of applied research and commercialization experience—including more than 30 years of sustained efforts by QFresh Lab and Emerald Packaging, both independently and in collaboration, to develop and scale sustainable packaging solutions—the farmer/producer determines that, pursuant to 14 CCR Section 18980.2(a)(2)(B)(i)–(iii), it is not reasonably possible to use alternative packaging that meets all applicable federal food safety and structural integrity requirements, avoids legal conflict, or can be achieved through component substitution or full system redesign at this time.

The applicant’s packaging is necessary to maintain compliance with food safety laws, rules, regulations, and guidelines and because no feasible recyclable or compostable alternative currently exists that satisfies those federal requirements while maintaining product safety and integrity, the applicant hereby requests that the packaging used for fresh produce be granted a categorical exclusion from SB 54 regulations.

Applicant further requests that such exclusion remain in place unless and until a feasible alternative packaging material becomes commercially available at scale that satisfies both federal food safety requirements and the performance characteristics necessary to safely package fresh-cut produce. The applicant will continue to monitor developments and engage in research and development efforts to evaluate potential alternatives.






SB 54 EXCLUSION NOTIFICATION FORM

Categorically Excluded Materials – Food/Agricultural Packaging
(Pursuant to 14 CCR Section 18980.2(a)(2))

PRODUCER / SUBMITTER INFORMATION
· Company Name: __________________________________________ 
· Primary Contact Name/Title: ________________________________ 
· Email Address: __________________________________________ 
· Phone Number: __________________________________________ 
· Business Address: ________________________________________ 

PRODUCT & PACKAGING DESCRIPTION
A. Agricultural Commodity
· Type of Produce: __________________________________________
(e.g., type of fruit or vegetable, strawberries, blueberries, cherry tomatoes, leafy greens, carrots, celery, peppers)
· Form:
☐ Fresh whole
☐ Fresh-cut
☐ Other: ______________________ 

B. Packaging Description (Subject to Exclusion Request)
1. Primary Packaging Type:
☐ Rigid plastic 
☐ Flexible film plastic 
☐ Combination (rigid + film)
☐ Other: ______________________

2. Packaging Components (check all that apply):
☐ PET rigid container
☐ Polypropylene container
☐ Breathable film
☐ Modified Atmosphere Packaging (MAP) film
☐ Oxygen-restrictive film
☐ Adhesives/labels
☐ Other: ______________________




FOOD SAFETY & PRODUCT INTEGRITY JUSTIFICATION	Comment by Jeana Cadby: Explain how the packaging is necessary for the items below. You can reference the supporting material provided

· Prevent microbial contamination:

· Maintain product integrity, safety and quality:

· Prevent physical damage (e.g., crushing, bruising, puncture):

· Preserve shelf life

· Maintain respiration / modified atmosphere (if applicable):

	
	
	




SUBMISSION INSTRUCTIONS
Submit electronically to:	Comment by Jeana Cadby: This information should be posted on the CalRecycle Website: https://calrecycle.ca.gov/packaging/packaging-epr/producerguidance/
· CalRecycle (Department): __________________________ 
· Email or Portal (if available): _____________________ 


Nothing in this submission should be construed as a waiver of any rights or remedies available to the applicant, including with respect to conflicts between state and federal law.

Disclaimer: This document is provided as a template for informational purposes only and does not constitute legal advice. Each company should consult with its own legal counsel prior to submission.
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