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Presentation Notes
Hi everyone.  My name is Ally Lizano and with me is Emily Goswami from Roux. I am an attorney at Downey Brand and I frequently work with clients needing Prop. 65 regulatory advising and represent clients in Prop. 65 litigation matters.  I, along with many of my colleagues here today, am based in Downey Brand’s Sacramento office. Today, I’m happy for the chance to discuss Prop. 65 with you all. 



Overview 

• What is California’s Prop. 65?
• Current Trends in Prop. 65 Claims for Food 

Products 
• New Regulations 
• Exposure Assessment 
• Accounting for Emerging Contaminants 
• What should the agriculture industry be doing? 
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Presentation Notes
Here is the overview of what our goal is to get through today. Ultimately, we want to equip you all with a baseline understanding of what Prop. 65 is, how it affects the industry, and some proactive steps to account for compliance and what to do if you are the recipient of a Prop. 65 notice of violation. 



What is Proposition 65? 
• A law in California that requires all products sold in the State (including 

food) to have a warning label if: 
• Use/consumption of the products 
• Causes an exposure to chemicals on the Prop. 65 list

• Prop. 65 List contains 900 + chemicals the State determined to be 
carcinogens and/or reproductive toxicants.

• Commonly noticed chemicals for foods include lead, acrylamide, 
mercury, cadmium and arsenic.

• “Bounty hunter” plaintiffs send 60-Day Notices and then can initiate 
litigation and recover attorneys’ fees/penalties.

Presenter Notes
Presentation Notes
Also known as the Safe Drinking Water and Toxic Enforcement Act of 1986. Prop 65 passed in 1986 as a voter initiative.
Known as a “right-to-know” law – the public has a right to know when they are being exposed to listed carcinogens or reproductive toxicants.
Created right of action for private enforcers that has resulted in frivolous lawsuits, and an enormous financial burden on doing business in California.

List of chemicals known to cause cancer, birth defects or other reproductive harm. The list must be updated once a year by the Office of Environmental Health Hazard Assessment (agency that administers the program). Sometimes chemicals get delisted but it is more often the case that chemicals are added to the list. 

We’ve emphasized lead here because we are going to use it as a running example throughout the presentation because it is so commonly noticed. 

Penalties for violating Proposition 65 by failing to provide notices can be as high as $2,500 per violation per day.




When Does an Exposure Require a Warning 
Label?
• Prop. 65 list is expansive – but not every exposure to a listed chemical 

necessarily requires a warning label. 
• Safe Harbors 

• E.g. Lead safe harbors
• MADL: Reproductive Harm: 0.5 micrograms per day  <<LOW LEVEL>> 
• Cancer:  15 micrograms per day

• Exemption for small businesses 
• Certain defenses (e.g. naturally occurring) 

• Chemical at issue is “naturally occurring” in the food as a natural component
• Not generated by any human activity - existing natural levels of that chemical or element 

are directly affected by the area in which the food is obtained
• Lowest levels feasible of the chemical
• Burden is on defense; cost is high
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Presentation Notes
Safe harbor levels, which include No Significant Risk Levels (NSRLs) for cancer-causing chemicals and Maximum Allowable Dose Levels (MADLs) for chemicals causing reproductive toxicity, have been established for many of the chemicals listed under Proposition 65. Exposure levels and discharges to drinking water sources that are below the safe harbor levels are exempt from the requirements of Proposition 65. In some instances, enforcement actions may have resulted in negotiated exposure levels relative to specific settlement agreements. 

Businesses with fewer than 10 employees are exempt from Proposition 65's warning requirements. 

There are certain defenses, and if defendants can meet the elements, then they do not have to warn. But these can often be costly and difficult to meet. 



Example Prop. 65 Warning Label for Food

WARNING: Consuming this product can expose you to chemicals including lead, 
which is known to the State of California to cause cancer and birth defects or 
other reproductive harm. For more information go 
to www.P65Warnings.ca.gov/food.

Presenter Notes
Presentation Notes
Because CA is a right-to-know statute, at the end of the day, it comes down to using the warning label. Sales of foods containing listed chemicals are not prohibited; they only need to have the proper warning language. 

The exact language of the warning depends on the chemical(s) at issue. Lead is listed as BOTH a carcinogen and a reproductive toxicant so the warning language is specific to include both endpoints. However, the language will vary based on whether there are multiple chemicals in the product and/or the type of risk they present. 

In recent years, OEHHA has developed a short form warning that omits the chemical name and most of the language above, shortening it to: ⚠ WARNING: Cancer and Reproductive Harm - www.P65Warnings.ca.gov. BUT OEHHA has not taken a formal positon on whether this can be used for food products. 

OEHHA has been updating the warning regulations based on the litigation landscape (e.g. coffee exemption, acrylamide alternative language) and notice trends they can change frequently so it is always good practice to check the current regulations. 

http://www.p65warnings.ca.gov/food


Current Trends



Current Trends in Prop. 65 Claims for Food 
Products 
• Fresh Fruits and Vegetables 

• Leafy greens: spinach, kale, salad and slaw mixes
• Cut/sliced vegetable mixes and carrots 

• Dried Fruits and Vegetables
• Seaweed – long been the subject of many Prop. 65 

Notices
• Imported Dried Tropical Fruits, ex. pineapple, mango, 

apricots, fruit mixes
• Vegetable powders for seasoning or supplements, ex. 

kale/ cauliflower powder

• Canned Fruits and Vegetables
• Beans  
• Fruits in syrup/ juice
• Pureed fruit like baby food pouches (Beech-Nut case)



Current Trends in Prop. 65 Chemicals in 
Claims for Food Products 

• Lead
• Acrylamide*
• Mercury
• Cadmium
• Arsenic



Current Trends – By the Numbers (Overview)

• Citizen prosecutors have filed more than 30,000 violation notices 
since Prop. 65 went into effect in 1988.

• Labeling requirements expected to cost companies between $410 
million and $818 million over the next decade.

• Average settlement above $30,000; goes up every year.
• Majority of settlement amount is attorneys’ fees.



Current Trends – By the Numbers (2022) 

2022 Out-of-Court Settlement Data
• 735 Settlements
• Over $1.7 million in civil penalties
• Over $14 million in plaintiff’s attorneys’ fees

2022 Consent Judgment Data
• 151 Consent Judgments 
• Close to $2 million in civil penalties 
• Over $7 million in plaintiff’s attorneys’ fees



New Regulations



New Regulations – Short Form Labels 

WARNING: Cancer and Reproductive Harm -- www.P65Warnings.ca.gov.

• Do not have to use chemical name
• Must use warning symbol 
• Unclear if OEHHA intended for use on food products 



New Regulations – Alternative Acrylamide 
Warning
• Newly effective (Jan. 1, 2023) regulation re: exposures to Prop. 65 

chemicals formed when food is cooked or heat processed. 27 CCR
25506.

• Additional non-mandatory, safe harbor warning option for businesses 
for acrylamide.

• Narrowed to apply only to acrylamide.
• Lists acceptable levels of acrylamide.
• Particular foods identified.



Exposure Assessment 

Presenter Notes
Presentation Notes
Hi Everyone.  I'm Emily Goswami. I’ve been a consultant in environmental health for 20 years. I’m a CIH specializing in evaluating exposures and associated risks to chemicals in the workplace, environment, and consumer products, including food. The projects I work on include both proactive work as well as reactive litigation and expert witness work. I sit in Roux’s Oakland, California office. 




“The dose makes the poison”

Little or 
no effect

Relaxing “Buzzed” 
or drunk

Coma or 
death
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Presentation Notes
Before we get into the details of chemical exposure assessment in food, I always like to start with the basic tenet of toxicology is that the dose makes the poison. Everything can be toxic at the right dose. Even water can be lethal if you drink something like 7 gallons in a day. Let’s take a look at wine, since I’m sure you are familiar with this substance…. So one drop of wine has pretty much no effect.  One glass may be relaxing, some may call this the therapeutic dose. Several glasses will get you buzzed or drunk.  Several bottles could lead to coma or death.

And for the sake of this example, note that we’re talking about acute, short-term effects here.  Alcohol on a chronic level is in fact a carcinogen.

Now keep this dose makes the poison in mind when thinking about chemicals in food.




Chemicals Commonly Detected in Foods

• Lead (Pb)
• Arsenic
• Cadmium

Presenter Notes
Presentation Notes
So let’s talk about chemicals in food.  So from a Prop65 perspective, the chemicals most commonly detected in foods are metals.  Things like lead and cadmium in chocolate, arsenic in rice, or these and other metals in root vegetables like sweet potatoes. If you have sensitive enough methods, metals can be detected in almost all foods that are grown.  Why is that?



Background (Naturally-Occurring) Levels 
Metals in Soils
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Metals occur naturally in soils. Let’s take a look at background or naturally occurring levels in soils.  By naturally occurring, I mean it’s not from anthropogenic sources. It’s not from human causes.  These are metals that occur naturally in the earth’s crust. For example, arsenic ranges up to 42 mg/kg (or ppm) with a median of 4.8.  Cadmium has a tighter range under 10.  And lead has a much wider range up to about 84 with a median of 7. These data are from a large study conducted by the Lawrence Berkeley National Laboratory in that region of California.  Naturally occurring levels can vary regionally depending on the local types of soils and rock formations.



Anthropogenic Sources of Metals in Soils

Lead 
in Soil

Paint

Automotive 
Emissions

Urban 
Runoff

Industrial 
Emissions

Pesticides
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So not all metals in soils are naturally occurring.  There are man made or anthropogenic sources.  Lead was historically added to gasoline. Its use was phased out in the 1980s and banned in 1996.  So automotive emissions were a source of lead.  So soils adjacent to roads may have elevated levels of lead. In addition run off of gasoline into adjacent area are a source.  Lead paint in homes was banned in the 1970s, but the flakes of paint from housing since then makes its way to soil.  Pesticides like lead arsenate used to be very widely used. It contained both lead and arsenic compounds.  Industrial emissions from things like battery processing are also sources. From a Prop 65 perspective, if you are claiming that metals in your produce are naturally occurring, you’ll need to have some data to back it up.



Exposure Pathways and 
Measurements

Product

Inhalation Can it emit gases or 
particles into air?

Air concentration 
inhaled (ppm, mg/m3, 

f/cc)

Dermal Absorption Can chemical be 
dermally absorbed?

Dermal loading 
(mass/area, mg/cm2)

Ingestion Can someone eat it, 
put in mouth?

Product concentration 
(ppm, mg/kg, %wt)

Hand-to-Mouth
Can someone touch it, 
and then get chemical 
in mouth or on food?

Dermal loading plus 
hand-to-mouth factor
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So exposure assessment involves looking at the different pathways of exposure and assessing each one. For food, it’s rather simple as a person ingests the food and is therefore exposed to the entire mass in the food.  Other pathways like inhalation and dermal exposure may be relevant if you are looking at something like worker exposures to pesticides. But for the sake of a Prop 65 assessment for food, we are almost always looking at just direct ingestion of food.



Issues in Calculating Exposures
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So how do we calculate the intake or the dose to metals in food for comparison to the Prop 65 Safe Harbor Level?  We follow the ruling on the case of Beech Nut.  This was a seminal food exposure assessment case based on varying levels of lead in baby food, I believe the sweet potato puree in particular.  So we take the concentration of lead, which is usually in terms of microgram lead per kg of food.  This is the same as ppb.  Rather than evaluating individual lots, it was ruled that the average concentration over different lots can be used to represent the typical consumer. For the rate of exposure, a combination of the amount of food per eating event and then the average number of eating events over two weeks was used.  These data are from the data from the NHANES studies can be used. NHANES is the National Health and Nutrition Examination Survey. They put out a survey every few years called what we eat in America. There’s also a data set called National Eating Trends. They report what Americans typically eat during a two-week period.  So this method of calculating set the precedent for future assessments, meaning that you can’t really argue with this methodology.   Except, there is some push to move the averaging time for consumption rate down to one week based on toxicity mechanism for developmental toxicity. This issue continues to be debated. With regard to the rate of exposure, the plaintiffs had originally pushed for using the serving size as the typical rate. But the AG ruled that the current method described here for consumption rate was more representative of the typical exposure.



Spices – Exposure Considerations

• Relatively small amounts of 
food – can allow for higher 
concentrations 

• Cultural differences
• Using recipes to determine 

exposures
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Lately there have been more and more Prop 65 notices for metals in spices.  Spices are generally used in very small amounts compared to other food.  Like a teaspoon here and there.  So that allows for a larger metals concentration in the spices, since the exposure rate term is so much smaller.  But there are other considerations.  Spices tend to be used differently by different cultures. If I asked this room how much turmeric they used in cooking during the past week, it might be close to nothing.  If I asked a group of Indian immigrants like my mother, almost everyone is going to raise their hands.   To further complicate, NHANES looks at turmeric consumption as a dietary supplement, like if you took capsules daily.  Which is a totally different type of use. So we want to look at typical users, but excluding entire ethnic groups is problematic.  For some cases, traditional recipes are used as a guide to determine typical exposures. 



Reduction in Metals Ingestion

Source: U.S. Food and Drug Administration

Presenter Notes
Presentation Notes
I borrowed these charts from the FDA.  In addition to Prop 65, the FDA also regulates metals in food. On the left we have the reduction of daily dietary lead exposures for toddlers since 1980.  A huge reduction.  Lead exposure in children has been tied to learning/behavior effects, reduction in IQ.  On the right we have the reduction of arsenic in baby rice cereal.  Also a large reduction. This generally indicates that while we are exposed to metals in food, some are naturally occurring,  regulations have helped reduce exposures. FDA’s new draft action levels call for 10 ppb lead in fruit, veg, meats packaged as baby food.  and 20 ppb for root veg and dry cereal. These are recommended levels.



Emerging Contaminants: PFAS in Produce

PFAS 
Chemical

Type Date Listed

PFOA Developmental 11/10/2017

PFOS Developmental 11/10/2017

PFOS + salts Cancer 12/24/2021

PFNA Developmental 12/31/2021

PFOA Cancer 2/25/2022

Presenter Notes
Presentation Notes
Make table into a chart.
So in addition to metals, there is also the emerging issue of PFAS in foods. That’s per- and poly-fluorinated substances.  Everyone is talking about PFAS.  It’s very persistent in the environment and makes its way into our food and water. There’s thousands of different chemicals in the PFAS family.  In terms of PROP 65. only three have been listed- PFOA (also known as C8), PFOS, PFNA. None of them have Safe Harbor Levels yet.
These three are longer chain compounds are the ones that have been most extensively studied and are the most toxic. They have been used in industrial applications like carpeting, firefighting foam, apparel, non-stick pans. FDA doesn’t have an extensive food testing report like this yet.

On the right is a recent article about PFOA and PFOS detected in orange juice. Because EPA has set such low levels for drinking water – the MCL-goal is actually zero, a small detection will put you over the drinking water limit.  It’s unclear how PFAS got into the orange juice.  The issue is extensive that it’s supposed to be “all natural juice” and it contains pfas which is not naturally occurring.



Emerging Contaminants: PFAS in Produce

Source: Adapted from EFSA. 2020. Risk to human health related to the presence of perfluoroalkyl substances in 
food. Risk to human health related to the presence of perfluoroalkyl substances in food (wiley.com)
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So FDA doesn’t have an extensive food testing report for PFAS yet.  This chart is from the European Food Safety Authority’s 2020 report. This chart shows the mean values excluding the non-detects.  For example for drinking water, 88% were ND.  So this mean here is of the mean of the 12% that was detected.

Possible food sources – water, soil, processing and packaging.  Bioaccumulation in animals. Levels are a lot greater in fish.

To date, we have found that most foods not grown or produced in specific geographic areas with known PFAS contamination do not have detectable levels of PFAS.

With that, I will pass this back to the attorneys for some advice on what growers should be doing….

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2020.6223


Compliance Guidance 



What should the agriculture industry be 
doing? 
• Monitor Prop 65 trends
• Work together with other growers
• Strategic testing for certain produce (risk-based) 
• Understand contractual indemnity obligations 
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Downey Brand, San Francisco
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