













 







	

	
		
				
												
													Login
												
											


										
											
												
[image: ]
×

																
											

											
												
													
														
																Advanced search


												

											
										

											Title
	Channel
	Module

	
								

							
							
							
							
							
							
							
					
						
						
						
						
						
						
						
						
						
						
							
							
							
							
							
							
							
					
						
						
						
						
						
						
						
						
						
						
							
							
							
							
							
							
							
					
						
						
						
						
						
						
						
						
						
						
							
							
							
							
							
							
							
					
						
						
						
						
						
						
						
						
						
						
							
							
							
							
							
							
							
					
						
						
						
						
						
						
						
						
						
						
							
							
							
							
							
							
							
					
						
						
						
							
						
						
						
						
						
						
						
						
							
							
							
							
							
									
	Home
	Industry
	 


	Aerospace, Defense, and Government Services
	Automotive and Mobility
	Consumer
	Manufacturing and Industrials
	Education
	Energy and Natural Resources
	Financial Institutions



	 


	Insurance
	Life Sciences and Health Care
	Private Capital
	Real Estate
	Sports, Media and Entertainment
	Technology and Telecoms
	Transportation and Logistics





	Practice
	Corporate & Finance


	Banking and Loan Finance
	Capital Markets
	Corporate Governance and Public Company Representation
	Digital Assets and Blockchain
	Infrastructure, Energy, Resources, and Projects
	Leveraged and Acquisition Finance
	Mergers and Acquisitions
	Pensions
	Private Equity, Venture Capital and Investment Funds
	Real Estate
	Real Estate Investment Trusts (REITs)
	Restructuring and Special Situations
	Tax
	Transfer Pricing



	Global Regulatory


	Administrative and Public Law
	Antitrust and Competition
	Communications, Internet, and Media
	Education
	Energy Regulatory
	Environment and Natural Resources
	Financial Services
	Food Law
	Gaming Law
	Government Contracts and Public Procurement
	Government Relations and Public Affairs
	Health
	Immigration
	International Trade and Investment
	Medical Device and Technology Regulatory
	New Nuclear
	Pharmaceuticals and Biotechnology Regulatory
	Privacy and Cybersecurity
	Space and Satellite
	Strategic Operations, Agreements and Regulation
	Transportation Regulatory



	Intellectual Property


	Copyright
	Designs
	Domain Names
	IP and Technology Transactions
	IP Enforcement
	Patents
	Trade Secrets and Confidential Know-how
	Trademarks and Brands
	Unfair Competition



	Litigation, Arbitration, and Employment


	Business and Human Rights
	Construction and Engineering
	Corporate and Securities Litigation
	Employment
	International Arbitration
	Investigations, White Collar, and Fraud
	Products Law
	Risks, Disputes, and Litigation





	Comparative guides
	Engage Premium
	Login
	Register


		

	




		




			
					







	
		
		
			
				
				
					
						





	
		[image: Hogan Lovells Engage 5.7.32]
	
	


					
				

				
				









 









	
			
									
										
											
[image: ]
×

											
												
											
												
		Title
	Channel
	Module



	Hit ENTER to search in content


										

										
											
												
													Advanced search


											

										
									

							
	
								
									
										
										
									
									
									
								
								
									
										
										
											
											
												
													
													
														
													
												
											
										
										
									
								
								
								
								
										
							
								Login
							
						


								
							
	
				
					
				
				
					
						
					
				

			


	

	


			

		

		
		
		
			
				
					
						
						
							
							
							
								
										Home
	Industry
	 


	Aerospace, Defense, and Government Services
	Automotive and Mobility
	Consumer
	Manufacturing and Industrials
	Education
	Energy and Natural Resources
	Financial Institutions



	 


	Insurance
	Life Sciences and Health Care
	Private Capital
	Real Estate
	Sports, Media and Entertainment
	Technology and Telecoms
	Transportation and Logistics





	Practice
	Corporate & Finance


	Banking and Loan Finance
	Capital Markets
	Corporate Governance and Public Company Representation
	Digital Assets and Blockchain
	Infrastructure, Energy, Resources, and Projects
	Leveraged and Acquisition Finance
	Mergers and Acquisitions
	Pensions
	Private Equity, Venture Capital and Investment Funds
	Real Estate
	Real Estate Investment Trusts (REITs)
	Restructuring and Special Situations
	Tax
	Transfer Pricing



	Global Regulatory


	Administrative and Public Law
	Antitrust and Competition
	Communications, Internet, and Media
	Education
	Energy Regulatory
	Environment and Natural Resources
	Financial Services
	Food Law
	Gaming Law
	Government Contracts and Public Procurement
	Government Relations and Public Affairs
	Health
	Immigration
	International Trade and Investment
	Medical Device and Technology Regulatory
	New Nuclear
	Pharmaceuticals and Biotechnology Regulatory
	Privacy and Cybersecurity
	Space and Satellite
	Strategic Operations, Agreements and Regulation
	Transportation Regulatory



	Intellectual Property


	Copyright
	Designs
	Domain Names
	IP and Technology Transactions
	IP Enforcement
	Patents
	Trade Secrets and Confidential Know-how
	Trademarks and Brands
	Unfair Competition



	Litigation, Arbitration, and Employment


	Business and Human Rights
	Construction and Engineering
	Corporate and Securities Litigation
	Employment
	International Arbitration
	Investigations, White Collar, and Fraud
	Products Law
	Risks, Disputes, and Litigation





	Comparative guides
	Engage Premium
	Login
	Register


								
							

						

					

				

			

		
		






	
	×Close
		
			
		

	








			
			




		

	
		

		

			
			
			
				
					
							
								




	
		
		
			
		
	

									











  
	
	
	
	
		
		
		
		 
		     
		
		
		
	
		[bookmark: cntTopAnchor]
			
			
				 
					








	
			
	
	
								
									
									
										News
									
								
								
	
	Prop 65 update: proposed regulation would change the warning requirements


				

			
		
	




 
				
			
			
				[image: ]

				
			
			
				
					
					
							
						
							
								
								
									
										
										
									
										
									

									
							
								
							
								
						
						
				
				
			
				
					
							
						
							
						
					
					
					
				
			
		
		
			
			
				
		
				
					
						
							
								
									Prop 65 update: proposed regulation would change the warning requirements

								
								
								
								
								
									
										
										5 August 2020
										
									

									
									











		
						
								
									
										
											Share by email
										
									
									
								
							
	


							





	
	Share on
	

	
		
			Twitter
		
		
	


	

	
		
			LinkedIn
		
		
	


	
	
								
									
										
											Get link
										
									
									
								
							
	
								
									
										
											Get QR Code
										
									
									
								
							


				
			
			
			
			
			
			
			
		
				
					
								
									 Download
									
									
								
								
							
	Print





	
									
								

							

							
								
									
										
											
											On August 4, 2020, the Office of Environmental Health Hazard Assessment (OEHHA), the lead agency that implements California’s Proposition 65 (“Prop 65”), proposed to adopt a new regulation that would significantly change the warning requirements for listed chemicals formed by the cooking or heat processing of foods (1).  The proposed regulation would provide that intake of such chemicals does not represent an exposure for the purposes of Prop 65 if the concentrations are reduced to the lowest level currently feasible using appropriate quality control measures. The proposal would establish maximum concentration levels for acrylamide in specific foods that are deemed by OEHHA to be the lowest levels currently feasible. Concentrations of the chemical at or below the level identified for the specified products would not require a warning.
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										It is noteworthy the proposed regulation is published at a time when a new wave of Prop 65 challenges are targeting acrylamide in food. In the past three months alone, private litigants have filed close to one hundred 60-day notices indicating their intent to sue food companies for acrylamide. This translates to about one Prop 65 notice filed every day in California for acrylamide in food. In its Initial Statement of Reasons, OEHHA stated the proposal is intended to (1) reduce exposures to listed chemicals present in food due to the human activities of cooking or heat processing, (2) provide warnings for avoidable exposures to acrylamide, and (3) safeguard the effectiveness of those warnings.2


The public can request a hearing on the proposed changes and the request must be received no later than September 21, 2020. Written comments to the proposed regulation are due on October 6, 2020.


Background on Acrylamide Prop 65 Litigations


For brief background, Prop 65 requires the Governor of California to publish, at least annually, a list of chemicals known to the state to cause cancer or reproductive toxicity3.  Businesses are required to provide a “clear and reasonable” warning before knowingly and intentionally exposing anyone in California to a listed chemical. Acrylamide has been a listed Prop 65 carcinogen since 19904.  The California Attorney General and plaintiff’s lawyers have filed numerous lawsuits in California seeking to impose Prop 65 warning requirements on food products for acrylamide.


Prop 65 permits private litigants or “bounty hunters” to bring private lawsuits to enforce the warning requirements5. A “bounty hunter” seeking to sue for failure to warn as required by Prop 65 must notify the potential defendant and state prosecutors of the alleged violation and its intent to sue 60 days before a suit may be filed6. These 60-day notices are publicly posted on the State’s Office of the Attorney General’s website7.  Over the past ten years, there have been multiple consent decrees for various foods that have set the level of acrylamide that does not require a Prop 65 warning. Food companies who are parties to these settlements and produce products within the negotiated levels do not have to provide the Prop 65 warning. The settlement also will identify the dollar damages the company must pay. Based on the most recent data available (i.e., 2018), the average settlement payment is around USD 42,4248.


Acrylamide in certain foods are already “exempt” from warning requirements. For example, on June 7, 2019, OEHHA adopted a regulation clarifying that exposures to Prop 65 substances in coffee do not pose a significant cancer risk9. In essence, the regulation exempts coffee products from Prop 65 carcinogen warning requirements for chemicals such as acrylamide, to the extent that these carcinogens are created by and inherent in the process of roasting coffee beans or brewing coffee.


The Proposed Rulemaking


OEHHA is proposing to amend Title 27 of the California Code of Regulations, by adopting a new Section 25505, to address listed chemicals formed by cooking or heat processing foods. OEHHA noted that some degree of formation of listed chemicals in many foods (such as acrylamide) is unavoidable when the foods are cooked or otherwise processed with heat. As such, OEHHA reasoned, exposures to these chemicals in food are not necessarily the type of “knowing and intentional” exposures that require a warning under Prop 65. The proposed regulation provides that a person otherwise responsible for an exposure to a listed chemical in a food does not “expose” an individual to the extent the chemical was created by cooking or other heat processing, if the quality control measures that reduce the chemical to the lowest level currently feasible are utilized.


Regarding acrylamide in particular, OEHHA has discussed examples of quality control measures to feasibly reduce acrylamide. Subsection (d) of the proposed rulemaking also sets forth the maximum concentration levels for acrylamide in certain foods that are considered currently feasible by OEHHA. If a person does not reduce the level of the chemical in a food to the lowest level currently feasible, the resulting exposure must be calculated without regard to the levels set out in subsection (d). OEHHA noted that in the event a business is unable to, or chooses not to, reduce the levels of acrylamide in a product to the level adopted in the regulation for that product, a warning would be required if the exposure exceeds the safe harbor levels for that chemical, unless another defense is available. The proposed levels are listed below:


	
			Foods/Food groups

				
			Maximum average concentration level (ppb)

				
			Maximum unit concentration level (ppb)

			
	
			Almonds, roasted, roasted almond butter, and chocolate-covered almonds

				
			225

				
			---

			
	
			Bread, non-wheat-based products including loaves, rolls, buns, baguettes

				
			100

				
			---

			
	
			Bread, wheat-based products including loaves, rolls, buns, baguettes

				
			50

				
			---

			
	
			Cookies, animal and animal crackers (sweet)

				
			75

				
			100

			
	
			Cookies, thin and crispy

				
			281

				
			300

			
	
			Cookies, sandwich wafers

				
			115

				
			---

			
	
			Crackers, savory, including crispbread

				
			350

				
			490

			
	
			Potato products, French fried potatoes

				
			280

				
			400

			
	
			Potato or sweet potato products, not otherwise specified, such as hash browns and potato puffs

				
			350

				
			490

			
	
			Potato or sweet potato products, sliced chips

				
			281

				
			350

			
	
			Prune juice, 100% (not from concentrate)

				
			---

				
			250

			
	
			Prune juice, made with concentrate

				
			---

				
			150

			
	
			Waffles

				
			280

				
			---

			



 


With two exceptions (wheat-based and non-wheat based bread categories), these levels are based on recent court-approved settlements. OEHHA takes the position the approval of a settlement by a court means that compliance by the defendant with the levels established in that settlement will not require a warning under the statute. Further, where a food industry defendant has agreed to a given concentration level in a court-approved settlement, OEHHA is presuming that the level is currently feasible. Interestingly, for bread, OEHHA is proposing the acrylamide levels published by the European Union (EU) as the lowest feasible level in accordance with the EU regulation. OEHHA noted it did not find a settlement under Prop 65 that was below the EU benchmark levels.


Subsection (d) adopts the approach in many acrylamide settlements whereby one or two concentration levels are established: The Maximum Average Concentration and/or the Maximum Unit Concentration. The term “Average Concentration” refers to the average level measured in multiple items or individual packaging units of a specific food product. The term “Maximum Unit Concentration” refers to the maximum concentration measured in a single item/individual packaging unit. The requirement to comply with both “Average Concentration” and “Maximum Unit Concentration” of acrylamide levels could pose challenges in those foods where there is significant variability in acrylamide levels even when following the best practices currently feasible.


Also importantly, OEHHA noted the levels provided in the above table should be viewed as guidance levels and businesses may instead choose to rely on other provisions of the existing Prop 65 regulations such as the safe harbor levels or the alternative risk level for establishing compliance. OEHHA could add other foods or chemicals in future rulemaking. We believe one potential candidate of such chemicals is furfuryl alcohol, which like acrylamide can also be formed during cooking or heat processing of food. Also, the regulation would not apply to parties to an existing court-ordered settlement or final judgment establishing a concentration of acrylamide in a specific product covered in that settlement or judgment.


The proposed rule, if finalized, has the potential to significantly impact the warning requirements for acrylamide and other listed chemicals formed during the cooking of food. We will continue to monitor all regulatory actions related to Prop 65. Please contact us if you have any questions.


 


Authored by Martin Hahn and Xin Tao.
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