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Legal Requirement is “Guilty Until Proven Innocent”

• Companies must either

– warn the public when they 
determine that their businesses 
or products cause exposures
to carcinogens or reproductive 
toxins; or  

– prove through evidence – like a 
health risk assessment – that 
exposures are so low they do not 
pose risk or require warnings.  

CA Health & 
Safety Code
§ 25249.10 

“In any action brought to enforce § 25249.6,
the burden of showing that an exposure meets the 
criteria of this subdivision shall be on the defendant.”

• Prohibits “knowing and 
intentional” exposures 

• Prop 65 imposes penalties
of $2,500/day per violation
for up to one year
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New Regulations

• Title 27 of the California 
Code of Regulations 
(“CCR”) § 25600 et seq. 

– Address content
and methods 

– Effective 8/30/2018

– Clarifications 
adopted Dec. 6, 2017
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Types of Exposures

• Consumer product exposures

• (27 CCR §§ 25601-25603)
1

• Environmental exposures

• (27 CCR §§ 25601, 25604-25605)
2

• Occupational exposures

• (27 CCR § 25601, 25606)
3



OEHHA
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Office of Environmental Health Hazard Assessment

• Lead agency for Proposition 65 

• Maintains list of carcinogens and
reproductive toxicants. 

• Provides guidance to businesses and the public. 

• No enforcement authority.  
Attorney General’s office enforces Proposition 65.
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Currently on OEHHA Website

• Fact sheets on certain chemicals, 
products and places 

• Proposed and current safe
harbor warnings 

• Warning signs for download 

• Some information in
multiple languages
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OEHHA Warning Regulation Resources

• Initial Statement of Reasons 

• Final Statement of Reasons 

• Side-by-Side Comparison of the Old and New Regulations 

• Question and Answers for Business (Rev. Aug. 2017) 

• Question and Answers for Business: Internet and Catalog 
Warnings (Rev. March 2018)

• Sample Warnings and Translations For Businesses 

• Warning Symbols 



The New Warning Regulations
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Grandfather and Sell-Through Clauses 

“Clear and Reasonable” Warning

1. Parties to a court-ordered settlement or final 
judgment establishing a warning method or content 
are deemed to be providing a “clear and 
reasonable” warning for that exposure if the 
warning complies with the order or judgment. 27 
CCR § 25600(e). 

2. A warning for a consumer product manufactured 
prior to August 30, 2018 is deemed to be clear and 
reasonable if it complies with the September 2008 
revision of this article. 27 CCR § 25600(b).
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Language, Tailored Warnings, and Clarifications
W

h
at

 is
 N

ew
? Clarifies responsibilities to provide warnings 

Adds “tailored” warnings for specific kinds of exposures 

Continues to provide “safe harbor” approach for
warning but with different language
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Manufacturers of Consumer Products (27 CCR § 25600.2) 

• Consumer product manufacturers have primary 
responsibility for warning.

• Manufacturer can label consumer product or:

– Provide notice to distributor/importer/retail
seller that a consumer product may cause
an exposure to a listed chemical, and 

– Provide warning signs, materials (unless they
make other arrangements via contract).  

• Can modify allocation of responsibility by entering
into written agreement with retail seller so long as 
consumer receives a warning prior to exposure. 

Retail
sellers

• Confirm 
receipt 
of notice 

• Act as 
“pass-
through” 
for 
warning
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Consumer Product Exposure Warnings – Content (§ 25603)

• Old

– “This product contains…”    

– Lawn mower cases = mowers 
did not contain chemical but 
uses caused chemical exposure

• New

– “This product can
expose you to…”
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Mandatory Elements

All warnings must include

• name of one or more 
chemicals, such as 
benzene, for each 
endpoint (e.g., 
carcinogen or 
reproductive toxin); and

• no supplemental 
information unless it 
identifies the source of 
exposure or provides 
information on how to 
reduce exposure.  

Business selects which 
chemical(s) to include

• Ex. Warning is required 
for chemicals A and B.  

• Business can include the 
name of A or B, or both.

27 C.C.R. § 25601(b), (e)
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Environmental Exposures

Environmental exposure warnings must include
the use of one or more of the following methods:

1. A sign posted at all public entrances that uses 

no smaller than
72 point, identifies the sources

of exposure, and uses English and any other 
language used on signage in the area;
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Environmental Exposures

Environmental exposure warnings must include
the use of one or more of the following methods:

2. A quarterly notice by mail sent electronically or 
otherwise to occupants in the affected area that

• Identifies the sources of exposure 

• Uses English and any other language ordinarily
used to communicate with the public 

• Includes a map of the area
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Environmental Exposures

Environmental exposure warnings must include
the use of one or more of the following methods:

3. A quarterly newspaper warning that

• is not smaller than quarter-page

• appears in the newspaper with the largest circulation
in the affected area (and in at least one non-English 
newspaper in the affected area if such a newspaper
is circulated in the affected area)

• identifies the sources of exposure

• includes a map of the area

• and appears in any electronic version of the publication  
(27 C.C.R. § 25604)
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Environmental Exposures

Attorney General recommends

“[u]se hand-delivered or mail-
delivered notices rather than media 
advertisements unless the area of 
persons to be warned is so large as 
to make such delivery substantially 
more expensive than media 
advertisements[.]”
(11 C.C.R. § 3202(d)(2)) 
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Environmental Exposures

Environmental exposure warnings must say “entering 
this area can expose you”, using the following language:

– WARNING: Entering this area can expose you to 
chemicals known to the State of California to cause 
cancer, including [name of one or more chemicals], 
from [name of one or more sources of exposure].  
For more information go to 
www.P65warnings.ca.gov.  

– Alternate language applies where reproductive 
toxicants are at issue or where both carcinogens 
and reproductive toxins are at issue.  27 C.C.R. §
25605 



20

For Consumer Products

All consumer product exposure warnings for any product 
(e.g., tools, propane tanks, jewelry) must include:

– Generally, the use of one or more of the following:
a sign, label, or shelf tag;

– WARNING:

– The addition of the following:  “For more information 
go to www.P65warnings.ca.gov.”  (27 C.C.R. §§ 25602-
25603)
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For Internet Purchases

• Provide a warning or a clearly marked hyperlink using
the word “WARNING” on the product display page, or 

• By otherwise prominently displaying the warning to the 
purchaser prior to completing the internet purchase 

• Business may use the short-form language or a picture
of the warning

 Requirement is in addition to warning
on or with the product. 

 Product manufacturer must provide
warning content for retailer website
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Tailored Warnings

Tailored 
Warnings

Pending

OEHHA will 
consider 

Certain products and locations: furniture, 
alcohol, motor vehicles, service stations, 
enclosed parking structures and hotels

Alternative signal words for pesticide 
warnings, and tailored warning for 
apartments

Additional regulations or amendments
as needed.
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Tailored Warnings for Wood Dust

Consumer product exposures to wood dust will require:

• 20-point size warnings not smaller than 8.5” by 11” 
displayed at the point of sale or 12-point size warnings 
on an invoice

• Warnings must say:

– WARNING: Drilling, sawing, sanding or machining wood 
products can expose you to wood dust, a substance known to 
the State of California to cause cancer.  Avoid inhaling wood 
dust or use a dust mask or other safeguards for personal 
protection. For more information go to 
www.P65warnings.ca.gov/wood.

(27 C.C.R. §§ 25604.10-25604.11 (proposed))
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Tailored Warnings for Diesel Exhaust

• Consumer product exposures to diesel exhaust, such as those 
associated with back-up diesel generators, will require the 
manufacturer or distributor to post a 12-point size warning in an 
owner’s manual and a label or on-screen instruction.  

• The warnings must say:

– WARNING: Breathing diesel engine exhaust exposes you to 
chemicals known to the State of California to cause cancer and 
birth defects or other reproductive harm. 

• Always start and operate the engine in a well-ventilated area.

• If in an enclosed area, vent the exhaust to the outside. 

• Do not modify or tamper with the exhaust system.

• Do not idle the engine except as necessary.

• For more information go to www.P65warnings.ca.gov/diesel.   

(27 C.C.R. §§ 25600.2, 25607.14- 25607.15)
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• Primary pollutants NO2 and diesel particulates

• Evaluate effects of several parameters on ground 
level exposure: 

• Back-up Generator (“BUG”) size and emissions rates 

• Stack height and plume rise 

• Met stability class 

• Effects of surround buildings and downwash 

• Exposure can be reduced by careful site selection.

Lessons Learned Re: Diesel Exhaust from Back-up Generators
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Tailored Warnings for Petroleum-Related Industry

Environmental exposures to petroleum products, such as those 
associated with the use of gasoline or other fuels, must be 
provided using signs, mailings, or newspaper advertisements that 
comply with the provisions for environmental exposure warnings 
(27 C.C.R. § 25604) and that say:

– WARNING: Crude oil, gasoline, diesel fuel and other petroleum 

products can expose you to chemicals including toluene and 
benzene, which are known to the State of California to cause cancer 
and birth defects or other reproductive harm.  These exposures can 
occur in and around oil fields, refineries, chemical plants, transport 
and storage operations such as pipelines, marine terminals, tank 
trucks and other facilities and equipment.  For more information go 
to: www.P65Warnings.ca.gov/petroleum.

(27 C.C.R. §§ 25607.24 – 25607.25)
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Petitions for Tailored Warnings

• 27 CCR § 25600(c) allows
for businesses to request
“tailored warnings”

– Through a Petition for Rulemaking

– Provides that Interpretive Guideline 
Requests and Safe Use Determinations 
are available under other OEHHA 
regulations.

• Safe Use Determinations are costly



Frequent Questions
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• What’s the difference between labeling and a label? 

• Do products need both internet warnings and a 
warning with the product? 

FAQs
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• “Label” 

– A display of written, printed or 
graphic material that is printed 
on or affixed to a product or its 
immediate container or wrapper.
27 CCR§ 25600.1(i) 

• “Labeling”

– Any written, printed, graphic,
or electronically provided 
communication that 
accompanies a product,
such as a package insert.
27 CCR§ 25600.1(j) 

FAQ – Label vs. Labeling

Consumer product exposure 
warnings must be:

• Prominently displayed on
a label, labeling, or sign

• And must be displayed with 
such conspicuousness as 
compared with other words, 
statements, designs or 
devices on the label, 
labeling, or sign, as to render 
the warning likely to be 
seen, read, and understood 
by an ordinary individual 
under customary conditions 
of purchase or use.
(27 CCR § 25601(c)) 
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• “Package inserts that are likely to be seen and read
prior to exposure to the chemical may also be a clear
and reasonable form of labeling in certain situations.”
Final Statement of Reasons (FSR), Comment 38. 

– It is up to the business providing the warning via this 
method to show that it is clear and reasonable under the 
circumstances of a given exposure.  (FSR, Comment 117)

– “[I]f a person will be exposed to a listed chemical 
immediately upon opening a product’s outer packaging 
through contact with the product, the warning should be 
placed on the outer container or wrapper.”  
(FSR, Comment 134)

“Package inserts”



Assessing Exposure
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• Proposition 65 warning label is
not required if a business can show 
the anticipated exposure level will 
not pose a significant risk of cancer 
or reproductive harm

• OEHHA encourages businesses
to use qualified professionals to 
calculate exposure and levels rather 
than providing unnecessary 
warnings

Prop 65 Warning Label
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1. What chemicals are likely to be present? 

– Consider chemicals frequently noticed

2. How to test and identify exposure

3. Evaluate the relationship between presence of 
chemical, the dose, and whether disease would arise

4. Use existing Safe harbor values

5. Develop safe harbor value

6. No Significant Risk Level (NSRL) for carcinogens

Analysis
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7. Maximum Allowable Dose Level (MADL) for 
reproductive toxicants

8. Safety Data Sheets, Supply chain, OEHHA Prop 65 list, 
Prop 65 60-day notices, Product or facility testing

Analysis
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• NSRL is defined as 1 excess cancer in an exposed population of 100,000

• Based on most sensitive study of sufficient quality

– March 6, 2015 Air Toxics Hot Spots Program (“AB2588”) Guidance 
Manual for Preparation of Health Risk Assessment (“Guidelines”) 
often identifies more exposures than prior guidelines

– Even where emissions remain the same, use of the Guidelines will 
result in up to three times higher estimated risks

– At some sites, Proposition 65 warnings have never been required in 
the past beyond the fence line of a facility.  But, the Guidelines may 
identify cancer risks beyond the fence line.  

• Assume daily lifetime (70 years) exposure at the level

• Reasonably anticipated exposure

• Acceptable dose level in mass per day (µg/day)

Calculating a NSRL
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• Determination of the No Observable Effect Level in 
reproductive or developmental studies

• Acceptable dose level in mass per day (µg/day)

• What are the potential exposures to the population? 

– Pathway and extent of exposure 

– Affected population, susceptible populations 

– Existing scientific literature 

– Simulation studies

Calculating a MADL for Reproductive Toxicants
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• Examples: Suction cups 

– Presence of Bis(2-ethylhexyl) phthalate, (“DEHP”), 
also known as Di (2-ethlhexyl) phthalate

– Chemical content

– Chemical transfer through hand-to-mouth contact

– Likelihood of transfer through product-to-mouth 
contact

– Dose through dermal uptake & ingestion

• Frequency of contact

Quantifying Exposures



Legal Cases
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According to the Attorney General, Prop. 65 had been 
“abused by some lawyers, who bring nuisance lawsuits to 
extract settlement from businesses with little or no 
benefit to the public or the environment.” 

• Attorney General would like to end “frivolous ‘shake-
down’ lawsuits.”

• But the thrust of Prop. 65 is the protection of the public, 
not the personal gain of a private plaintiff.

• Reformulations of products have occurred, which 
provides a remedial purpose

Abuse of Proposition 65 is Well Known
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Bradfield v. APM Terminals Pacific, Ltd. (Cal. Ct. App., Sept. 8, 2009, No. 
B206739) 2009 WL 2859066, at *3

• Plaintiffs sued numerous parties for diesel exhaust but the Proposition 65 
notice was vague.

• Court concluded that defendants' objections to the notice were valid, but 
criticized how vague the notice was:

1. “In our view, it is meaningless to provide a vague notice that defendants, 
at all relevant times, violated and are continuing to violate Proposition 
65 by failing to warn “residents within the State of California” of their 
environmental exposure, through inhalation and dermal contact, to 
diesel engine exhaust at the ports. In addition to providing no guidance 
by alleging the violations occurred ‘[a]t all relevant times,’ the notice 
describes a route of exposure by simply ‘parrot[ing] the regulation, 
[which] makes it difficult to discern the specific violation.’ ”
Bradfield v. APM Terminals Pacific, Ltd. (Cal. Ct. App., Sept. 8, 2009, No. 
B206739) 2009 WL 2859066, at *7

Vague Notice for Diesel Exhaust
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Center for Environmental Health v. Nutraceutical Corp.
(Unpublished) (June 19, 2018) 

• Private enforcer sued manufacturer for consumer 
product exposure from shampoo 

• Manufacturer ceased distribution but did not 
reformulate

• Manufacturer argued that no attorney fees should be 
awarded because the law suit was not a catalyst for 
the phase out

• Court disagreed.  It found sufficient catalyst for 
remedial actions 

Decision Regarding Allowable Attorney Fees
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• Mateel Environmental Justice Foundation v. Office of 
Environmental Health Hazard Assessment, 24 Cal. 
App. 5th 220 (June 5, 2018)

• Failed to demonstrate OEHHA’s MADL for lead (0.5 
ug/day) was arbitrary and capricious 

Decision Related to Lead MADL Upheld
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Hendry v. Bushnell Outdoor Products, Inc.
(Unpublished) (Aug. 20, 2018)

Decisions Related to Case “Not in the Public Interest”

• A former quality assurance manager
and compliance engineer for Bushnell
in Kansas sued Bushnell, seeking to
enforce Prop. 65 

• Between 2006 and his layoff in May 2014,
plaintiff had led a project team responsible
for ensuring defendants’ compliance with Prop. 65.

• In May 2014, a dispute arose regarding plaintiff’s 
layoff and severance package
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Hendry v. Bushnell Outdoor Products, Inc.
(Unpublished) (Aug. 20, 2018)

Decisions Related to Case “Not in the Public Interest”

• The manager was using Prop 65 to
leverage a better severance package 

• The former manager offered to take a
$12.5 million, one-time payment with
an “iron clad nondisclosure agreement”
and his silence. As part of the proposed agreement, 
Bushnell also was to donate $55 million to the 
nonprofit of plaintiff’s choice. Plaintiff gave 
defendants 30 days to pay him, or he would release 
certain internal documents to the public
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Hendry v. Bushnell Outdoor Products, Inc.
(Unpublished) (Aug. 20, 2018)

Decisions Related to Case “Not in the Public Interest”

• When defendants did not pay, plaintiff
released the documents and subsequently
filed the action.

• Plaintiff lost.

• The court found that plaintiff was seeking
a “quid pro quo: you pay me, I go away quietly.” 
Under those circumstances, California citizens 
would not receive any benefit
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Insights

Q&A
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http://www.meyersnave.com/wp-content/uploads/Meyers-Nave-DJ-8-3-18.pdf 
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Insights
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http://www.meyersnave.com/wp-content/uploads/Proposition-65-After-40-Years.pdf 
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Discussion

Q&A
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