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Overview
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� Proposition 65 is a warning requirement

� Safe Cosmetics Act is a reporting requirement

� California Green Chemistry Initiative is an alternatives 

assessment requirement

� California Volatile Organic Compounds Regulations regulate 

emissions from consumer products and other sources

� California Organic Products Act is a labeling requirement

� Consumer Legal Remedies Act is a consumer protection 

statute permitting individual or class actions for false or 

misleading claims and advertising 



Proposition 65
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WARNING: This product contains 

a chemical known to the State of 

California to cause cancer.

WARNING: This product contains

a chemical known to the State of 

California to cause birth defects or

other reproductive harm.



“No person in the course of doing business shall

knowingly and intentionally expose any individual

to a chemical known to the state to cause cancer or

reproductive toxicity without first giving clear and

reasonable warning to such individual . . . .”

What is Proposition 65?
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Proposition 65 is California’s Safe Drinking Water and

Toxic Enforcement Act of 1986

Cal. Health & Safety Code § 25249.6



More Than 800 Substances Are 

Subject to Prop 65
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� The list of Prop 65 chemicals includes:

� Coconut oil diethanolamine condensate (cocamide

DEA)

� Titanium dioxide (airborne, unbound particles of 

respirable size)

� Lead

� Tris(1,3-dichloro-2-propyl)phosphate (chlorinated Tris

or TDCPP) 

� The list is periodically updated and posted on the OEHHA

website: http://oehha.ca.gov/



� Any exposure that results from a person’s acquisition, 

purchase, storage, consumption, or other reasonably 

foreseeable use of a consumer good, or any exposure that 

results from receiving a consumer service, requires a warning

� The warning may appear on the label if it is prominently placed 

on a product’s label or other labeling with such 

conspicuousness, as compared with other words, statements, 

designs, or devices on the label, as to render it likely to be read 

and understood by an ordinary individual under customary 

conditions of purchase and use

The Clear and Reasonable Warning 

Requirement
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� California Regulations set forth the specific requirements for 

“safe harbor” warnings on consumer products, food and 

alcoholic beverages.

Safe Harbor Warnings
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“A person in the course of doing business, who

manufactures, produces, assembles, processes, handles,

distributes, stores, sells, or otherwise transfers a

consumer product which he or she knows to contain a

chemical known to the state to cause cancer or

reproductive toxicity in an amount that requires a warning

shall provide a warning to any person to whom the

product is sold or transferred unless the product is

packaged or labeled with a clear and reasonable

warning.”

Prop 65 Applies to Everyone in the 

Supply Chain
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27 C.C.R. § 25603(c)



Exemptions to Prop 65
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� Businesses with fewer than 10 employees are exempt

� Products are exempt from the exposure and warning 

requirements related to a certain chemical until 12 

months after listing

� No warning requirement if the exposure is so low as to 

create no significant risk of cancer or birth defects or 

other reproductive harm



Safe Harbor Defense
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� For carcinogens, no warning is required if the exposure is below the 

No Significant Risk Level (NSRL)

� NSRL is the daily intake level for a chemical calculated to result in 

no more than 1 excess case of cancer in 100,000 individuals 

exposed to the chemical over a 70-year lifetime

� For reproductive toxins, no warning is required if the exposure is 

below the Maximum Acceptable Dose Levels (MADL)

� MADL is the level at which a chemical listed for reproductive 

toxicity would have no observable effect (No Observable Effect 

Level or NOEL), assuming exposure at 1,000 times that level

� OEHHA has established safe harbor levels for many, but not all, Prop 

65 chemicals

Products that contain chemicals below the safe harbor level do not

require warnings



Environmental Law Foundation v. Beech-Nut :  

Calculating “Exposure” Based on Real-World 

Conditions
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� Amount of lead in each product fluctuates on a product-by-

product basis and should be averaged to determine the exposure 

level for a typical consumer

� Products are not typically consumed on a daily basis

Trial court agreed with defendants that food and beverage companies

can average exposures over time and consider the average consumer’s

diet in determining whether warnings are necessary on those

products:



� Injunction

� Civil penalties up to $2,500 per violation, per day

� Reasonable attorneys’ fees

Prop 65 Penalties
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� A private action is authorized if the private enforcer serves a 

60-day notice of violation and a certificate of merit

� The private enforcer gets to keep 25% of the civil penalties 

collected, and the remaining 75% goes to DTSC

� The private enforcer gets to keep 100% of Payments in Lieu of 

Penalties which are frequently treated as an offset of civil 

penalties

� The private enforcer gets reasonable attorneys’ fees under the 

private attorney general statute

Known as a “Bounty Hunter” Statute
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Plaintiffs’ 

Attorney's fees

$14,579,593
State Agency

$2,265,015

Plaintiffs

$755,005

Payments to 

Plaintiffs in Lieu 

of Penalties

$2,836,160
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Who Gets the Prop 65 Settlement Money?
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Things Are Not Getting Better:
All Prop 65 Settlements by Year
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Prop 65 Reform: Recent Developments
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Assembly Bill 227 was signed into law on October 5, 2013:

� Limited reform only, primarily benefiting bars, 

restaurants and parking garages

� Applies only to certain exposures to alcohol or food-

related chemicals, tobacco smoke, or vehicle exhaust

� Business can escape a Prop 65 lawsuit by a private 

enforcer if, within 14 days after receiving the notice of 

violation, business:

� Actually corrects the alleged violation

� Agrees to pay a civil penalty in the amount of $500 

per facility or premises within 30 days

� Signs a “Proof of Compliance” notifying the private 

enforcer that the violation has been corrected



Strategies for Minimizing Prop 65 Liability
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� Check your ingredients

� Scientific help to verify exposure

� If a warning is required, give the warning

� Consider reformulation

� Position yourself to push the problem upstream in the 

supply chain

� If a Notice of Violation is received, seek legal assistance



Safe Cosmetics Act
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What is the Safe Cosmetics Act?
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The Safe Cosmetics Act requires cosmetic manufacturers to

disclose to the California Department of Public Health (CDPH) all

products it sells in California that contain an ingredient that is

known or suspected to cause cancer or reproductive harm.



The Safe Cosmetics Act is a 

Reporting Requirement
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� Manufacturer must identify the ingredient(s)

� Manufacturer must identify the concentration of the 

ingredient(s)

� Manufacturer must continuously update upon any 

reformulation that adds or removes a reportable ingredient
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“Manufacturers” of any “cosmetic” product sold in

California with at least $1 million annual aggregate sales of

cosmetic products worldwide

Who Must Comply With the 

Safe Cosmetics Act?
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� “Manufacturer” means any person whose name appears on 

the label of a cosmetic product

� Can include the manufacturer, packer or distributor

� If more than one company is listed on the product label, 

each must report

� Joint report may be submitted by a company on behalf 

of other companies listed on the product label

“Manufacturer” is defined by FDA Regulations



“articles intended to be rubbed, poured, sprinkled,

or sprayed on, introduced into, or otherwise applied

to the human body . . . for cleansing, beautifying,

promoting attractiveness, or altering the

appearance”
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FD&C Act, sec. 201(i)

“Cosmetics” are Defined by the Federal 

Food, Drug & Cosmetics Act



Safe Cosmetics Act adopts a precautionary,

rather than risk-based, approach 

to consumer right to know
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� Act adopts the position that there is no such thing as a safe 

level

� Act requires disclosure regardless of the amount of the 

ingredients in the products

� Act requires disclosure regardless of the level of exposure to 

the ingredients from use of the products or route of 

exposure



What ingredients are subject to reporting?
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All substances regulated by Proposition 65 are subject to

reporting, in addition to all known or suspected carcinogens and

reproduction toxins identified by the following authoritative

bodies:

� US EPA

� National Toxicology Program (NTP)

� Includes NTP’s Office of Health Assessment and 

Translation (OHAT) (formerly CERHR)

� International Agency for Research on Cancer (IARC)



Fragrances and Flavorings Are 

Subject to Reporting
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� Chemicals contained in the product for purposes of 

fragrance or flavoring are subject to reporting under Safe 

Cosmetics Act

� Compare to FDA Regulations, which exempt chemicals used 

as fragrances or flavoring from being identified as 

ingredients on cosmetic product labels



The California Safe Cosmetics Program 

Product Database
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� Reported information go into a publicly accessible, 

searchable database, which was launched January 10, 2014

� Reportable ingredients that are identified as trade secret are 

not publicly disclosed but must be disclosed to CDPH



The California Safe Cosmetics Program 

Product Database
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http://safecosmeticsact.org/search/
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� Penalties under the California State Sherman Food, Drug, 

and Cosmetic Act include:

� Criminal penalty of one year in county jail and/or a 

$1,000 fine

� $1,000 per day civil penalty in government enforcement 

actions

� Injunctive relief

Penalties for Non-Compliance



California’s Green Chemistry 

Initiative: The Safer Consumer 

Products Regulations
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The Safer Consumer Products Regulations
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The California Department of Toxic Substances Control’s (DTSC) Safer

Consumer Products Regulations became effective on October 1, 2013,

and are the first step in implementing California’s Green Chemistry

Initiative.

The Safer Consumer Products Regulations:

� Establish a process to identify and prioritize chemical ingredients 

in consumer products that may be considered chemicals of 

concern, and

� Establish a process for evaluating chemicals of concern and their 

potential alternatives, to determine how best to limit exposure or 

to reduce the level of hazard posed by chemicals of concern.

Green Chemistry



What do the Safer Consumer Products 

Regulations Require?
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Manufacturers, importers, assemblers and retailers must seek

safer alternatives to certain chemical ingredients that are

deemed harmful to consumers and the environment.

Green Chemistry



What Products Are Affected?
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� All consumer products that contain a “Candidate Chemical” 

and are sold, offered for sale, distributed, supplied, or 

manufactured in California

� A “consumer product” means a product or part of the 

product that is used, bought, or leased for use by a person 

for any purposes

� The regulations do not apply to food, pesticides, dangerous 

prescription drugs and devices, dental restorative materials 

or medical devices

Green Chemistry



Who Must Comply?
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“Responsible Entities”:  Manufacturers, importers, assemblers, 

and retailers

� The manufacturer has the principal duty to comply with the 

regulations governing its listed priority products

� If the manufacturer does not comply, the duty falls on the 

importer, if any, upon DTSC issuance of a notice of 

noncompliance to the manufacturer and importer

� If neither the manufacturer nor importer complies, the duty 

to comply is on the assembler or retailer if DTSC provides 

notice through the “Failure to Comply List” posted on the 

DTSC website

Green Chemistry



What are “Candidate Chemicals”?
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There are currently 1,060 “Candidate Chemicals” that DTSC

believes have hazard traits or environmental or toxicological 

effects

DTSC published the “Initial Candidate Chemical List” on 

September 26, 2013

� Approximately 153 high priority chemicals that will be a target 

for regulation in the initial phase

� These high priority chemicals have both a hazard trait and 

environmental or toxicological effects

� Includes toluene, formaldehyde, benzene, cyclotetrasiloxane, 

diethanolamine (DEA), and dibutyl phthalate (DBP)

Green Chemistry



Coming Soon: Priority Products
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� DTSC to identify up to five “priority products” or categories 

of priority products by April 1, 2014

� Only products that contain a chemical on the “Initial 

Candidate Chemical List” can be listed as a priority product 

in the initial phase

� The proposed list of priority products will be subject to a 

public review and comment period

� Possible priority products:  nail polish, formaldehyde-based 

hair straighteners, carpet adhesive and furniture seating 

foam

Green Chemistry



CARB Volatile Organic 

Compounds Regulations
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CARB VOC Regulations
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“[N]o person shall sell, supply, offer for sale, or

manufacture for sale in California any consumer

product which, at the time of sale or manufacture,

contains volatile organic compounds in excess of the

limits specified . . . after the specified effective

dates.”

17 C.C.R. § 94509(a).



VOC Limits
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VOC content means the total weight of VOC in a product 

expressed as a percentage of the product weight (exclusive of 

the container or packaging)

� Examples of Consumer Product VOC Limits:
� Hair Mousse:  6 percent by weight

� Hair Shine:  55 percent by weight

� Hair Spray:    55 percent by weight

� Hair Styling Gel:  6 percent by weight

� Hair Styling Product (aerosol and pump spray):  6 percent by weight

� Hair Styling Product (all other forms):  2 percent by weight

� Nail Polish Remover:  1 percent by weight

� Shaving Cream:  5 percent by weight

� Shaving Gel:  4 percent by weight

� Temporary Hair Color (aerosol):  55 percent by weight
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41
41CARB Volatile Organic Compounds Regulations



California Organic 

Products Act
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� The Organic Foods Production Act of 1990 (OFPA) establishes 

national standards for the sale and labeling of fresh and processed 

foods and agricultural products, and authorizes states to establish 

organic certification programs overseen by the USDA

� The USDA’s National Organic Program (“NOP”) is a set                           

of regulations for organically produced agricultural products

� COPA, California’s federally approved state organic certification 

program, regulates cosmetics as well as food

� The USDA offers a voluntary organic certification process for 

cosmetics, but the USDA does not have the authority to regulate 

cosmetics sold or labeled as organic

COPA v. OFPA
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� Under COPA, multi-ingredient cosmetics that are sold as organic 

must contain at least 70% organically produced ingredients, 

defining “organically” produced by reference to the NOP

� “Sold as organic” means any use of the terms “organic,” “organically 

grown,” or grammatical variations of those terms, whether orally 

or in writing, in connection with any product grown, handled, 

processed, sold, or offered for sale in this state, including, but not 

limited to, any use of these terms in labeling or advertising of any 

product and any ingredient in a multi-ingredient product. 

COPA’s Regulation of Cosmetics
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� Who can file the lawsuit?

� Any person

� NGOs

� Attorney General or district attorneys

� Available Remedies

� Injunctive relief

� Fines up to $1,000 per day (paid to state, 

county)

� Attorneys’ Fees

Enforcement Overview
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In 2011, the Center for Environmental Health brought the first 

COPA action against cosmetics manufacturers

Defendant Vogue International used its Organix trademark on 

hair care products with less than 10% organic ingredients

46 24    California Organic Products Act

Enforcement Example: Organix

Vogue’s labeling violated COPA

� Federal trademark registration does 

not trump COPA

� A misspelling of “organics” is a 

grammatical variation of “organic”

� Hair care products are cosmetics 

regulated by COPA



Nationwide Scope?
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� Settlement pending final approval: Vogue to 

pay $6.5 million and stop using “Organix” 

with hair and skin care products that do not 

contain at least 70% organically produced 

ingredients

� Vogue has already transitioned to “OGX”

California Organic Products Act

� In 2012, the law firm that represents the CEH filed a class 

action lawsuit against Vogue in the Northern District of 

California to stop use of “Organix” nationwide based on 

violation of each state’s consumer protection statutes 

prohibiting unfair, deceptive acts
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� Review all packaging and advertising for the word 

“organic” in any form

� Do the products meet COPA’s standards?

� Consider independent expert review

� Get organic certification documents from suppliers

� If not, develop a strategy for change

� Spend money on reformulating or rebranding, not 

on linguistics experts and litigation

� Use the statute to your advantage

� Stop competitors from making false organic claims

Strategies for Compliance 

with COPA

California Organic Products Act



Consumer Legal Remedies Act
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Consumer Protection Statute
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Enables a consumer to bring a class action on behalf of himself or 

herself and other consumers similarly situated if the consumer has 

suffered “any damage” from the use of an unlawful “method, act, 

or practice” such as:

� Representing products have sponsorship, approval, 

characteristics, ingredients, uses, benefits, or quantities which 

they do not

� Representing products are of a particular standard, quality, or 

grade, or that goods are of a particular style or model, if they 

are of another

Consumer Legal Remedies Act



The Pre-Lawsuit Notice Requirement:  

A 30-Day Safe Harbor for Businesses
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Business must be given at least 30 days’ written notice before a consumer has 

standing to sue for damages.

For individual actions, no action for damages can be maintained if there has 

been an appropriate correction, repair, replacement, or other remedy given or 

agreed to be given within 30 days after receipt of the notice.

For class actions, no action for damages can be maintained if the business:

� identifies or makes reasonable efforts to identify all consumers 

similarly situated;

� notifies them that on request the appropriate correction, repair, 

replacement, or other remedy will be given;

� give that remedy within a reasonable time; and

� either cease the damaging activity or will cease the damaging activity 

within a reasonable time.

Cal. Civ. Code § 1782.



� Actual damages

� Injunctive relief

� Restitution

� Punitive damages

� Prevailing plaintiff’s attorneys’ fees 

are mandatory

What Relief Is Available?
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� Ensure your claims have substantiation

� Fight back

� How strong are your claims?

� What are your defenses?

� If you face liability, agree to provide an appropriate 

remedy to avoid damages

� Within a “reasonable time”

� Act within the 30-day safe harbor

� Don’t admit that proper notice was given or that 

anything else in the letter is accurate unless you 

need to do it 

Strategies for Avoiding CLRA

Consumer Legal Remedies Act
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This presentation does not contain legal advice, but is intended for general information purposes only.  The facts and law of each individual situation must be 

separately analyzed. No confidential or attorney-client relationship can be created through reference to this presentation.  Conkle, Kremer and Engel provides 

legal advice only to clients of the firm who have signed agreements for legal services.
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resources visit:

www.conklelaw.com


