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Proposition 65
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Approved in 1986 by California 

voters by a 63-37 margin.

A reaction to 1980s 

perceptions that government 

was not doing enough to 

regulate toxic chemicals.

CA Governor responsible for 

establishing and updating a 

list of chemicals that cause 

cancer or reproductive toxicity.

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…

OEHHA K. Morioka 9/8/25



What Does “expose” Mean?

“Expose” means to cause to ingest, inhale, contact via 
body surfaces or otherwise come into contact with a listed 
chemical. An individual may come into contact with a 
listed chemical through water, air, food, consumer 
products and any other environmental exposure as well as 
occupational exposures.

Title 27, Article 6, Sec. 25102(i)
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Clear and Reasonable Warnings

• Businesses - manufacturer, producer, packager, importer, supplier, or 
distributor of a product, and retail seller. 

• OEHHA’s regulatory warnings are presumptively clear and reasonable.

• “Safe harbor.”

• Can use other warnings that are clear and reasonable.

• Consumer Product Warnings – Tit. 27 § 25601 -25603
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When is a warning not needed?

Exemptions

Safe Use 

Determinations 

(SUD)

Interpretive 

Guidelines (IG)

Safe Harbor Levels 

•No Significant Risk 

Level (NSRL)

•Maximum Allowable 

Dose Level (MADL)
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Complying with Proposition 65 Safe Harbors

▪ How Substances Become Listed

▪ How Safe Harbors are Identified

▪ Level in Question

▪ Exposure Estimates

Listed with Safe Harbor

All Listed Substances
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How Substances are Listed

▪ CA Health & Safety Code (HSC) § 25249.8(b)

• Opinion of the State’s Qualified Experts 

• Authoritative Body Identifies it as Causing Cancer or Reproductive 
Toxicity

‒ IARC, NTP, EPA, FDA, NIOSH

• Agency of the State or Federal Government has Formally Required it 
to be Identified as such

• Labor Code Section 6382(b)(1) and (d)       (§29 CFR 1910.1200)

https://leginfo.legislature.ca.gov/faces/codes_displayText.xhtml?lawCode=HSC&division=20.&title=&part=&chapter=6.6.&article
https://codes.findlaw.com/ca/labor-code/lab-sect-6382/
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The State’s Qualified Experts – 27 CCR § 25302

▪ Two Independent Committees of Experts
• Carcinogen Identification Committee (CIC)

• Developmental & Reproductive Toxicant Identification Committee 
(DARTIC)

▪  7 – 11 Members Assigned by the Governor
• Specific Identified Credentials are Required

▪  Meet at Least Once a Year – Open to the Public

https://govt.westlaw.com/calregs/Document/IB9252547512211EC828B000D3A7C4BC3?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=(sc.Default)&bhcp=1
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Criteria for Identifying Chemicals for Listing 

▪ CIC and DART Committee Guidance Documents

• Criteria for Listing a Chemical as Causing Cancer

• Criteria for Listing a Chemical as a Reproductive Toxicant

https://oehha.ca.gov/sites/default/files/media/downloads/crnr/revcriteria.pdf
https://oehha.ca.gov/sites/default/files/media/downloads/crnr/revcriteria.pdf
https://oehha.ca.gov/sites/default/files/media/downloads/proposition-65/proposition-65/dartcriterianov1993.pdf
https://oehha.ca.gov/sites/default/files/media/downloads/proposition-65/proposition-65/dartcriterianov1993.pdf
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Opinion of the State’s Qualified Experts 

General Principles

• Criteria Give Committee Maximum Flexibility in Evaluating All 
Pertinent Scientific Information

• A Weight-of-Evidence Approach Shall be Used 

• Application of Causation Criteria Requires Scientific Judgement 
‒ Can Only be Based on Experience
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Scientifically Valid Studies

▪ Indirect Evidence – Genetic Toxicity Data

▪ Epidemiology Studies
• Observational Data 
• Seek to Identify Associations or Relationships
• Totality of Data Are Examined from Multiple Viewpoints

▪ Studies in Animals
• Laboratory Animals are Exposed to a Test Substance 

‒ Observed Effects are Quantified as a Function of Dose

• A Monotonically Increasing Dose-Response is Determinative 
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Basic Guideline Toxicity Study

▪ Test Subjects & Test 
Substance

▪ Five Dose Groups + 
Control

▪ Expose Groups to the 
Test Substance

▪ Observe Frequency 
of Effects
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Basic Guideline Study – Reproductive Toxicity 

MADL

NOEL 
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Basic Guideline Study – Cancer
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Do I need to Warn?

▪ How Substances become Listed

▪ How Safe Harbors are Identified

▪ Level in Question

▪ Exposure Estimates

Listed with Safe Harbor

All Listed Substances
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Definitions 27 CCR § § 25721 & 25821

▪ Level in Question - chemical concentration of a listed 
chemical [in a medium of exposure] for the exposure in 
question

▪ Exposure – the level in question times the reasonably 
anticipated rate of exposure for an individual to the given 
medium of exposure

• Cancer:  measured over a lifetime of seventy years

• Reproductive:  based on pattern & duration of exposure relevant to 
the reproductive effect that provided the basis for the listing

https://govt.westlaw.com/calregs/Document/IBBC153FD512211EC828B000D3A7C4BC3?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=(sc.Default)&bhcp=1
https://govt.westlaw.com/calregs/Document/IBBE9C384512211EC828B000D3A7C4BC3?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=(sc.Default)&bhcp=1
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Level in Question / Exposure

Level in Question
(5 µg Listed Substance/L Water)

Exposure 

(5 µg LS/L Water) x (2 L Water/day) = 10 µg LS/day

Water is the Medium of Exposure 
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Example – Plastic Packaging Plasticized with DEHP

▪ DEHP is di(2-ethylhexyl)phthalate 

▪ Added to Some Plastics to Make Them Flexible

▪ MADL  
• 410 µg/day      (oral exposure - adults) 

• 58 µg/day        (oral exposure - infant boys) 

• 20 µg/day        (oral exposure - neonatal boys) 

• Additional MADLs for Intravenous Exposures

▪ NSRL 
• 310 µg/day    (adult) 
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Example – Plastic Packaging Plasticized with DEHP

▪ DEHP can be Gradually Released from Consumer Products into 
Indoor Environments – Surfaces and Dust
• Exposure Through Direct Contact with Packaging

Dermal – Handling Packaging  
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Example – DEHP Hand-to-Mouth Exposure

• Transfer Rate to Artificial Sweat                                          (Migration Study)  

‒ 0.0487 µg DEHP/cm2-hour

• Direct Contact Time with the Package                          (Application Specific)

‒ ⅓ Hour/day (20 Minutes)

• Hand-to-Mouth Contact Surface Area              (Exposure Factor Handbook)

‒ 19 cm2   Surface Area of Three Fingertips

• Hand-to-Mouth Contact Frequency                  (Exposure Factor Handbook)

‒ 9 Events/Hour

• Direct Hand-to-Mouth Transfer Efficiency                (Conservative Estimate)

‒ 50%

Daily HTM Exposure =

1.37 µg DEHP/day

(0.0487 µg DEHP/cm2-hour) x (0.33 Hour/day) x

(19 cm2/HTM Contact)x (9 HTM Contacts/Hour)x 50% =



When a Warning is Needed –
Methods of Warning

• Sign, shelf tag, shelf sign at each point of display of the product

• Electronic device that automatically provides warning prior to or during 

purchase

• On the Label

• Internet

• Catalog

• As per the specific regulation
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Content of Safe Harbor Warnings 

•Full-length warning

•Short-form warning

•Tailored warnings

23

*Not for use 
after Jan. 1, 
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Enforcement of Proposition 65

• Public Enforcers

• Attorney General

• District Attorneys

• City Attorneys for cities with a population > 750,000

• Private Enforcers

• “Any person in the public interest”
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The Enforcement 
Action Process

Attorney General
(or District / City Attorney)

Business

Operator

Plaintiff and Expert 

Certify Merit 

Lab Results

Laboratory Analyzes Product 

for Listed Chemicals
Plaintiff Buys 

Product

Settlement 

Negotiations 

with Plaintiff

Plaintiff Sues
(If no Action From AG)

Qualified 

Expert

Warning or Reformulate

Compensation Agreement

Business Prevails

Plaintiff Prevails

Label Requirement

Limit Substance in Product

Civil Penalties

No Action

60 Day Notice of Violation

Court-Approval 

of Settlement

Enforcement

Action

Business Prevails

AG Prevails

Label Requirement

Limit Substance in 

Product

Civil Penalties

No Action
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Prerequisites to Private Enforcement

• 60-Day Notice of Violation

• Certificate of Merit

• No public prosecutor has commenced and is diligently prosecuting 
an action against the violation

• 60 days has elapsed since service of Notice
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Requirements for 60 Day Notices

• Basic Contents of a 60-Day Notice of Violation

• Description of violation

• Warning Notices must include route of exposure to listed chemical

• OEHHA Proposition 65 Summary must be included!

• Additional specific requirements for Notices vary by type

• Discharge Notice

• Consumer Product Exposure Notice

• Occupational Exposure Notice

• Environmental Exposure Notice
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60-Day Notices – What’s Not Required?

• UPC, SKU model or design number or stock number or other more 
specific identification of products.

• Specific retail outlet, time or date where product was purchased

• Level of exposure to listed chemical

• Evidence to prove violation

• Legal description of location of violation
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60 Day Notices – Checklist of Requirements

• Contents of a 60-Day Notice of Violation
• Description of violation

• Noticing entity information

• Violator identity
• Time period during which violation occurred

• Listed chemical(s) at issue

• Warning Notices must include route of 
exposure to listed chemical

• Ingestion

• Inhalation

• Dermal

• OEHHA Proposition 65 Summary must be 
included

• Additional specific requirements for 
Notices vary by type

• Discharge Notice
• General identification of discharge or release

• Identification of source of drinking water where 
discharge took place

• Consumer Product Exposure Notice
• Name of specific type of consumer product
• Description must be specific enough to allow 

recipients to distinguish those products or services 
from others sold or offered by the alleged violator 
for which no violation is alleged               

• Occupational Exposure Notice
• Geographic location where exposures occurred, or

• Description of occupation or type of task 
performed by those exposed

• Environmental Exposure Notice
• Identity, location and source of exposure
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Certificate of Merit Requirement

• What is a Certificate of Merit?

• Requirement added to statute in 2003

• Certificate is form set forth in statute and regulations and must be signed by 
counsel for noticing party

• Certifier must state that he or she has

• “consulted with one or more persons with relevant and appropriate experience or 
expertise who has reviewed facts, studies, or other data regarding the exposure to the 
listed chemical that is the subject of the action, and that, based on that information, 
the person executing the certificate believes there is a reasonable and meritorious 
case for the private action.”

• Certificate of Merit is not required for discharge notices.
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How to Support Your Certificate of Merit

• Confidential factual support for certificate of merit is served on the 
Attorney General

• Must include identity of persons with relevant and appropriate experience 
that were consulted;

• Facts, studies or other data regarding exposure to listed chemical that is 
subject of Notice;

• Support that there is merit to each element of claim where Plaintiff has the 
burden of proof.

• Confidential support is not discoverable
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Alternative to Warning: Reformulation

• Businesses can comply with Proposition 65 in two ways: 

(1) Clear and reasonable warnings 

(2) Reformulating the products so that no warning is required. 

• The health-protective way to comply with Proposition 65 is to 
remove toxic chemicals from the products that Californians buy and 
use every day.

• Reformulation can occur via “quiet compliance” without the threat of 
litigation or through Proposition 65 enforcement settlements.
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Other ways to reduce warnings

Ask OEHHA to consider 

developing safe harbor levels 

that would  be helpful to your 

business.

Carefully consider asking OEHHA 

to develop Interpretive Guidelines 

or Safe Use Determinations. 

34



Tips for Complying with Proposition 65 

• Know your suppliers and control your supply chain

• Keep up to date on the science that is coming out surrounding the 
products you sell

• Test your products

• Maintain a restricted substances list and send specifications to your 
suppliers for Proposition 65 chemicals commonly found in those 
products

• Check past settlements to see what standards have been set for 
Proposition 65 chemicals in products you sell
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Questions?

Meredyth Merrow

Attorney, Lexington Law Group LLP

mmerrow@lexlawgroup.com

Mark A. Hepp, Ph.D.

Scientist, Keller and Heckman, LLP

hepp@khlaw.com 

Kristi Morioka

Senior Staff Counsel, OEHHA

kristi.morioka@oehha.ca.gov 
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Useful Resources
• Main OEHHA website, Prop 65 specific page

• https://oehha.ca.gov/proposition-65 

• Prop 65 Warnings website

• www.P65warnings.ca.gov/ 

• The Prop 65 List

• https://oehha.ca.gov/proposition-65/proposition-65-list/

• Laws and Regulations

• https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations 

• Fact Sheets home page

• https://www.p65warnings.ca.gov/fact-sheets 

37

https://oehha.ca.gov/proposition-65
https://oehha.ca.gov/proposition-65
https://oehha.ca.gov/proposition-65
https://oehha.ca.gov/proposition-65
http://www.p65warnings.ca.gov/
http://www.p65warnings.ca.gov/
https://oehha.ca.gov/proposition-65/proposition-65-list/
https://oehha.ca.gov/proposition-65/proposition-65-list/
https://oehha.ca.gov/proposition-65/proposition-65-list/
https://oehha.ca.gov/proposition-65/proposition-65-list/
https://oehha.ca.gov/proposition-65/proposition-65-list/
https://oehha.ca.gov/proposition-65/proposition-65-list/
https://oehha.ca.gov/proposition-65/proposition-65-list/
https://oehha.ca.gov/proposition-65/proposition-65-list/
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://oehha.ca.gov/proposition-65/law/proposition-65-law-and-regulations
https://www.p65warnings.ca.gov/fact-sheets
https://www.p65warnings.ca.gov/fact-sheets
https://www.p65warnings.ca.gov/fact-sheets
https://www.p65warnings.ca.gov/fact-sheets


• Prop 65 Business compliance assistance webpage

• https://www.p65warnings.ca.gov/businesses 

• Where to find MADLs and NSRLs

• https://oehha.ca.gov/proposition-65/general-info/current-proposition-65-no-
significant-risk-levels-nsrls-maximum 

• California Attorney General – Prop 65 Enforcement Reporting 

• https://oag.ca.gov/prop65 

Useful Resources
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