
  
 

California’s Prop. 65: What IBA Members Need to Know 

 

Background 

California’s Safe Drinking Water and Toxic Enforcement Act of 1986, brought about by voter-initiative 

Proposition 65, requires businesses that manufacturer, produce, distribute, store, sell or otherwise transfer 

the chemical-containing product within the state to provide consumers “clear and reasonable” warnings of 

the presence of chemicals known by the state to cause cancer, birth defects and other reproductive harm by.  

The California Office of Health Hazard Analysis (OEHHA) manages the 900+ chemical list and enforces 

compliance.  OEHHA also maintains a set “safe harbor” levels for each chemical.  The 1986 legislation 

also affords private citizens and entities in California the right to bring a compliance enforcement lawsuit 

regarding chemical-containing products.   

Because of the private right to bring an enforcement action, nonprofit interest groups, businesses and 

individuals are at the forefront of Prop. 65 litigation.  These cases are often handled by “bounty hunter” law 

firms throughout California, which bring in significant legal fees as the result of settlements or judgments.  

Legal fees can constitute anywhere from 40-80% of total settlement payouts.  This motivates the firms to 

continue to pursue as many possible Prop. 65 violations as they can find—creating a serious threat to 

manufacturers as they work to comply with the regulations. 

 

Proposed Changes to the Warning Requirements 

On August 30, 2018, a series of Prop. 65 regulatory changes will go into effect.  This means that on August 

30, businesses must begin to comply with the new warnings—it does not mean that all products must reflect 

the changes on that date.  For example, a manufacturer that labels on-package with a warning must begin 

to use the new form of the warning on packages produced on and after August 30.  Businesses are permitted 

to begin using the new form before that date.   

The most significant regulatory changes relate to the format of the warning.  OEHHA now requires 

complying businesses to list one present chemical from the Prop. 65 list for each type of harm subject to 

the regulation on the warning label.  If more than one chemical for each type of harm is in the product, 

OEHHA does not designate which among them to list.  OEHHA also now requires the warning to bear its 

website address.  Finally, OEHHA now requires a yellow or black-and-white triangle symbol to accompany 

the word “WARNING.”  If more than one language appears on the product’s packaging, the warnings must 

appear in the additional language(s).  

Below is an example of the new warning label.  

 

 

 

 

https://oehha.ca.gov/proposition-65/proposition-65-list
https://oehha.ca.gov/media/downloads/crnr/side-sidearticle6.pdf
https://www.p65warnings.ca.gov/warning-symbol


OEHHA will now allow “short form” warnings when warnings appear on-package.  The short form warning 

must be in a type size no smaller than the largest type size used for other consumer information on the 

product.  It must appear in a minimum of 6-point type.  Thus, as a practical matter, the short form of warning 

likely will only be used on products with very small labels.   

Below is an example of the new short form warning.  

 

 

 

OEHHA also implemented several procedural regulatory changes.  For internet sales, a warning must be 

supplied on the product page.  Amazon and Ebay also have specific and additional requirements for where 

product warnings must appear.  Businesses must now provide notice directly to the retail seller—

specifically, to the person designated to receive a prop 65 compliance notice.  The business must then get 

confirmation of receipt by the retailer.  Component-part and ingredient suppliers either need to send direct 

notice to the retailer or ensure that the manufacturer is passing the notice along and passing back the 

confirmation from the retailer.  The notice provisions will generally be satisfied if the manufacturer uses 

on-package warnings.   

In its Questions & Answers for Businesses, OEHHA notes that Businesses do not have to use the warning 

labels verbatim, but have to provide a "clear and reasonable" warning.  If a business doesn't use the 

suggested format, it should be prepared to defend its label. 

 

Prop. 65 Litigation 

Businesses should note that, unlike in most civil litigation, in Prop. 65 private litigation and public 

enforcement actions by OEHHA, they (the defendants) have the burden of proof.  Further, the plaintiff 

needs not prove actual harm as the result of defendant’s violation—the lack of a warning is the “harm.”  

Therefore, it is crucial to maintain up-to-date, genuine, accessible lab results regarding the chemicals in 

your products.   

Civil penalties of up to $2,500 a day may be imposed per violation—meaning per product lacking proper 

warning.  Defendants may also have to pay attorneys’ fees and court costs. 

California requires those bringing a private lawsuit under Prop. 65 must provide at least 60-days notice and 

a certificate of merit to the potential defendant.  The retailer and/or manufacturer will receive a 60-day 

notice letter and certificate of merit from the plaintiff’s law firm.  The certificate of merit shows that the 

plaintiff consulted with a third-party "expert" to confirm the existence of the chemical.  Test results will 

often accompany the notice letter.  The expert does not have to be from OEHHA or California.  The 

certificate signifies that the plaintiff has invested time and money in the matter, so the recipient shouldn't 

discard or disregard the notice letter.   

Different plaintiffs will have different goals—for example, a consumer class plaintiff may seek a quick 

settlement, while an interest group plaintiff may seek to prove a point publicly.  The California Attorney 

General's office maintains a list of Prop. 65 cases which have settled.  

https://oag.ca.gov/prop65/annual-settlement-reports


Defenses generally include: the plaintiff provided procedurally inadequate notice; the chemical quantity is 

proven to be within safe harbor; the violation was not "known or intentional" (perhaps prior testing showed 

the chemical quantity was within safe harbor); the one-year statute of limitations has passed (the plaintiff 

encountered the product more than one year prior to the lawsuit); and res judicata (prior settlements or 

precedent for the same product should control). 

 

Glyphosate Litigation 

OEHHA first notified the public of its intent to add glyphosate to the Prop 65 list in 2015, using the so-

called “labor code mechanism.”  The California Health & Safety Code requires the Prop 65 list to “at a 

minimum, incorporate by reference the substances identified as hazardous by the standards set by California 

Occupational Health and Safety Act” and the Labor Code.  Because glyphosate is listed there, OEHHA 

commenced regulatory action to add it to the Prop 65 list.   

Glyphosate is on the occupational hazardous substances list because it was deemed “probably carcinogenic” 

by the WHO’s International Agency for Research on Cancer (IARC). 

Glyphosate-manufacturer Monsanto filed suit in state court on January 2016 to halt the rulemaking process, 

on the grounds that the IARC evidence is insufficient.  A circuit court in Fresno ruled in January 2017 to 

allow the regulatory process to move forward.  OEHHA published the proposed rule and safe harbor level 

for glyphosate in March 2017, with an effective date of July 7, 2017, and a compliance date of one calendar 

year later.   

On June 20, 2017, Monsanto petitioned OEHHA to reconsider the rule based on IARC’s insufficient 

research.  OEHHA responded on June 26, saying it would not reconsider.  OEHHA asserted that its mandate 

is to simply incorporate the labor code chemical list by reference, not to analyze the evidence used to create 

the labor code’s list.   

Monsanto appealed the Fresno court’s ruling to the California Appels Court and also argued the “labor code 

mechanism” represented an unauthorized delegation of OEHHA’s power, because OEHHA is not doing its 

own assessment of the research underlying its regulations.  On April 19, 2018 the California Appeals Court 

found in favor of OEHHA on both claims.   

On November 15, 2017, a group of plaintiffs, led by the Association of Wheat Growers and including 

Monsanto, filed suit in federal court against Lauren Zeise, OEHHA’s Director.   They claimed requiring a 

warning on glyphosate violated their First Amendment rights against compelled speech.  They asserted the 

compelled warning would mislead consumers who could perceive it as a communication that glyphosate is 

known to cause cancer.  To show a glyphosate warning would be misleading, The plaintiffs contrasted the 

IARC research and an EPA study finding glyphosate was unlikely to be carcinogenic.  In February 2018, 

the federal district court for the Eastern District of California granted an injunction to halt OEHHA’s 

rulemaking until the litigation completes. 

 

Acrylamide Litigation 

In 2010, The Council for Education and Research on Toxins filed suit in state court against Starbucks and 

10 other manufacturers for Prop. 65 violations related to acrylamide in coffee.  The interest group previously 

brought similar suits against French fry and potato chip manufacturers, which settled out of court.  The 

defendants argued that the exposure to acrylamide from coffee was within the safe harbor and that the other 



ingredients in coffee diminished acrylamide’s carcinogenic effect.  They also argued the same First 

Amendment arguments used in the glyphosate case—bringing into question the IARC research relating to 

acrylamide.  Finally, they argued that the acrylamide was naturally-occurring and couldn’t be removed.   

In February 2018, a circuit court in Los Angeles ruled in favor of the plaintiffs and Prop. 65.  However, on 

June 15, OEHHA proposed to modify the warning requirements relating to the acrylamide in coffee.  Its 

Initial Statement of Reason highlighted an IARC review of 1000 studies specifically related to coffee that 

was finalized that same month.  This study found that coffee is “a complex mix of carcinogens and 

anticarcinogens,” and the evidence showed its benefits outweighed its risks. 

The IARC review and resulting regulatory action both related specifically to coffee, though not specifically 

to acrylamide.  Neither addressed the fact that the acrylamide in coffee is naturally-occurring, inherent or 

not able to be removed—OEHHA simply stated the proposed rule would not apply to acrylamide present 

in coffee by means other than roasting/brewing.  Unlike previous research used by OEHHA, this action 

seemingly took a risk-based approach (rather than hazard-based), because even though the acrylamide was 

present levels above the safe harbor, its presence was outweighed by other factors.  The IARC study 

specifically cited dietary fiber present in coffee as an anticarcinogen. 

OEHHA will hold a public meeting on the proposed changes on August 16.  IBA will work to determine 

the next steps for encouraging OEHHA to apply the same reasoning to the acrylamide found naturally in 

baked goods.    

 

Federal Preemption 

IBA and other members of the Food & Beverage Issue Alliance will meet this week with staff from the 

U.S. Food & Drug Administration (FDA) to discuss the state of federal preemption of Prop. 65 regulations.  

Traditionally, FDA is reluctant to enforce preemption on state-specific labeling laws unless there is clear 

statutory delegation to do so, or a major need based on conflicting federal and state regulations.   

In addition, IBA supports the Coalition for Accurate Product Labels, a group of more than 60 food- and 

chemical-industry advocates.  The Coalition supports the proposed Accurate Labels Act, which sets federal 

minimum standards for state labeling laws.  The bill does not expressly preempt Prop. 65, but does create 

a legal mechanism for entities and individuals to challenge OEHHA’s scientific foundation for its 

regulations.  This will be a substantial legislative effort likely extending into the 2019-20 congressional 

session.  In the interim, IBA will continue to pursue direct channels with California legislators and OEHHA 

relating to Prop. 65. 

 

We invite IBA members to email Andrea Hart at andrea@ibabaker.com with any further questions. 

https://oehha.ca.gov/media/downloads/crnr/coffeeisor061418.pdf

