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Prop65 Problems

Problems Due to Random Causes
- Accidents during manufacture
- Bad day at the factory
- Random variation in concentration

Problems Due to Systematic Causes
- Supplier changes materials
- Product design or formulation changes
- Product normally contains materials with 

Prop65 chemicals at levels below SHL

Impossible to predict, difficult 
to prevent

Knowable with some effort, 
possible to prevent becoming 
a crisis

We will focus here



Using Data to Develop Reasonable Testing Programs

All Products 
(hundreds, thousands?)

What Products Have 
Potentially Problematic 

Materials?

Prop 65 60-day 
Notice Database

Prioritize for Further 
Evaluation

Chemical Use 
Databases

Data on Product 
Composition

Get Supplier Data?
Scrutinize Product?

Test?

Low Priority -
Common Prop65 

Chemicals Unlikely

Mid Priority -
Common Prop65 

Chemicals Possible

High Priority -
Common Prop65 
Chemicals Likely

No Further Action Back Burner for Now



Chemicals Involved in 60-day Notice Filings (Percent of all Filings*)

1/1/2018 to 9/17/2019 9/17/2015 to 9/17/2019

Arsenic Cadmium and 
compounds

Lead and compounds

DEHP

DINP

Acrylamide
Styrene Arsenic Cadmium and 

compounds

Lead and compounds

DEHP

DINP

Acrylamide BPA

*some filings may involve multiple chemicals



Information About Product 
Composition

• Bills of Materials (BOM)

• Safety Data Sheets (SDS)

• Commercial Invoices, HTS codes

Bad Information Good Information Priority for Follow Up?

Wood and metal MDF with nickel plated fittings Relatively high priority 

(formaldehyde in MDF; nickel?)

Plastics, rubber, metal Polypropylene, polyethylene, 

neoprene, stainless steel

Relatively low priority

PVC, PVA, vulcanized rubber, 

soldered joints and wires

Relatively high priority (phthalates, 

MBT, lead)

Decorations Paper and cardboard Relatively low priority

Leather Vinyl leather Relatively high priority (phthalates)

Code Part Description # Units Description

A Exterior Fabric PP 1 Green Canvas

B Lining Fabric PU-coated Nylon 1 White

C Trim Leather 1 Tan and Black

D Zipper Pull #5 Round Zipper pPull 1 Stainless Steel

E Zipper #5 Nylon Coil Chain 1 Black

F Webbing 1.5" PP 1 Grey

G Decal TPU-coated Cotton 1 Multicolored

Typical BOM Layout



Product Testing – Compliance Plans for Suppliers

• Having a written compliance plan demonstrates actively trying to 
address the concern

• Provides clarity to suppliers, ensures consistency, puts onus on 
suppliers

• Should address

• Testing – What products, what tests, how often, how many 
samples?

• Focus on at risk products/materials, high risk chemicals

• Specify test methods

• Retest if material supply changes/at least annually

• Reporting – Product composition, test results in full, QC data 

• Auditing – How often will you be confirming what they say?



What Constitutes Passing?

• Prop65 is an exposure-based standard

• Safe harbor values are in micrograms of intake per day

• Concentration of chemical in the product (ppm, mg/kg) does not 
say anything about exposure or relation to the Safe Harbor

• Some settlements have specified total product concentration for 
specific product types

• 1,000 ppm for specific phthalates, floor mats, work gloves, dog toys, etc.

• 100 ppm for lead in ceramic tile, brass faucet fittings, etc.

• These values only apply to those types of products!

• Some labs use these values too freely, so beware!
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Compliance Strategy 

Manufacturer

•Product Ingredients/ Raw Materials

•Pre-Shipment Testing 
o Random Sampling   
o Certified Labs
o Safe Harbor Standards 

Know

Be 
Aware of

Do

Rogers Joseph O’Donnell © 2019 All Rights Reserved



Manufacturer Compliance Strategy
Consent Judgment Safe Harbor Testing Specification

Acrylamide in Cookies Consent Judgment
CEH v. Fantasy Cookie Corporation, et al. 

• The average acrylamide concentration ≤75 ppb by weight (the 
“Average Level”).  

• The Average Level = at least 1 sample from 5 different lots (a lot 
is a single production run on a single production line) of Covered 
Products (or the maximum number of lots available for testing if 
less than 5) 

• During a testing period of at least 60 days.

Rogers Joseph O’Donnell © 2019 All Rights Reserved



Compliance Strategy

Retailer

Private Label

Vendor 
Agreements

Online Sales

Testing

Rogers Joseph O’Donnell © 2019 All Rights Reserved



Retailer Compliance Strategy

Elements of Model Retailer/Vendor Contract 

• Test and report Prop. 65-listed chemical(s)    

• Allocate warning responsibility

• On-product labeling (pre-approval) –restricted in-store 
signage (terms)

• Internet sales (specific warning language required)

• Warranty of compliance with all laws and regulations, 
specifying Prop. 65

• Indemnity provision
Rogers Joseph O’Donnell © 2019 All Rights Reserved



Compliance Strategy

Importer/ Distributor

Know
Product 

Categories

Meet
Product 

Specifications 
(Downstream)

Get
Assurances/ 
Certifications 
(Upstream)

Rogers Joseph O’Donnell © 2019 All Rights Reserved



Benefits of a Proactive Compliance Program

•Knowledge of product category/ production    
materials

•Ability to choose - reformulate or warn

• Statutory defense if non-detect levels found

• Proper testing within prior 12-month period

• Use of non-detect results after 60-Day Notice

Rogers Joseph O’Donnell © 2019 All Rights Reserved
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Manufacturer’s Perspective
Getting Basic Data from Upstream Suppliers
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The Manufacturer/Brand Owner’s Problem

• Ensure your product is compliant with Prop 65

• Understand the requirements as applicable to your product in your 
markets

• Translate those requirements into detailed and clear requests for 
information to your upstream suppliers

• …What do you get from your suppliers?

20



Useless or Meaningless Information

• What Makes Their Risk Assessment Valid for Your Use? How was it 
done? Who did it? Etc…
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Not Exactly Helpful…
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…But It Contains a “Negative/Positive List”

• Good Start – but does it address all Prop 65 substances that could be 
relevant to your use?

• Requires an inquiry to the supplier
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Mostly OK…

• Schneider Electric –
Trustworthy, large 
component 
manufacturer

• Discloses Ni Compounds 
and DIDP
• Ni doesn’t have to be 

disclosed
• DIDP – helpful disclosure 

but where in the 
product is it?
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• Texas Instruments – large, trustworthy 
component manufacturer

• Full Material Disclosure (FMD)
• All levels

• All substances

• Dated, Contact info

• YOU determine compliance / obligations 
/ actions

• Prop 65 isn’t the ONLY chemical substance 
regulation your product has to comply with

25

Good Information Looks Like This…



Managing Compliance
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Supplier Management for Prop 65
• Goal: Narrow the scope of items requiring further toxicological evaluation
• Define your requirements
• Reach out to your suppliers of components/materials that could expose 

users to chemical substances
• Request/insist on full material disclosure; but settle for what you need

• All substances contained in the item and what material they are part of
• Minimum Acceptable Prop 65 Information

• Substance Name
• Location
• Concentration (helpful but not necessary: ≠ NSRL/MADL)

• Believable negative declaration stating no Prop 65 chemical substances present in 
part/product:
• Statement referencing the current chemical substance list
• Dated! Signed! Contact info provided!

• Direct product development to approved/preferred suppliers!
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Norton Rose Fulbright US LLP

Complexities in the Supply Chain

presenter: Jeffrey Brian Margulies
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• Location of upstream suppliers

• Exempt parties in the supply chain

• Ignorant parties in the supply chain

• Relative market power of parties in the supply 
chain

• Physical aspects of distribution
– How products are packaged and distributed

– Ability to segregate inventory for allocation to specific 
geography

– Online sales vs. brick and mortar sales

Complexities in the Supply Chain
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• Products bulk packaged and sold 
through distributors who may sell 
online or further distribute to small 
retailers.

Complex Distribution
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• Retailer reaches out to 
suppliers asking for all 
listed chemicals in 
products. 

Retailer Outreach
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