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Who we are?

We make sure the products you sell Don’t cause

Cancer

ADHD

And get pulled off the market



We also are very good at

Life Cycle Assessment / Green House Gas

CEPA Section 71 Surveys

US / Can Packaging Reporting

Prop 65



Overview - Agenda

• Life Cycle Assessment

• Q&A

• New Prop 65 Warnings

• Packaging Re-design

• CEPA Section 71 Surveys

• EU MDR CMR compliance

• Minor items for 2027

• Reoccurring (annual) items



New Section 71 
Mandatory Surveys

• Phase 1

• 184 chemicals

• Due March 2027

• Includes common chemicals in

• Lubricants, pharmaceuticals, food

• Phase 2

• 16 chemicals

• Due September 2027

• Common chemicals in

• Lubricants and PVC

• Electronics and textiles

• Medical Devices



New Section 71 
Mandatory Surveys

• Scope

• Chemicals (liquids, powders, gases) - includes oils

• Specific manufactured items (articles)

• Intended to be used for or by children <14

• Intended to come into contact with mucosa (not eyes)

• Intentionally released and may be inhaled or dermal

• Cookware in contact with heated food or beverage

• Food packaging in contact with food or beverage

• Clothing or footwear

• Bedding, sleeping bags, and towels

• Furniture, mattress, etc include foam

• Carpet or flooring



• Lubricant oils and Degreasers

• Ex. Linalool (lemon flavouring), Methyl salicylate 
(wintergreen)

New Section 71 
High Risk Materials

• Example reportable substances in chemicals

• Ex. Heavy Alkylbenzenes (HABs), Xylene

• Pharmaceuticals

• Ex. Salicylates & Benzoic Acid Derivatives

• Food

• But only if sold separately from equipment



• Rubber

• Irganox 1520

New Section 71 
High Risk Materials - Articles

• Examples reportable chemicals in Articles

• 2-MBT, Irganox 1520, dibutyl adipate, PPD

• Electronics

• Phosphated flame retardants, melamine

• High grade polymers (medical, food, automotive)

• If your articles are in scope of Section 71

• PVC

• Dibutyl adipate



Budgeting Summary
Section 71

• If you are in scope

• You will have substances to report

• Plan for

• A significant lack of data

• Especially articles manufacturers

• A risk assessment will reduce your costs a lot

• Claigan conducts industry wide risk assessments

• You probably need education of some sort

• A very technical one time event. 

• So likely not worth developing the skill internally



California Proposition 65
New Warnings

• Prop 65 - Jan 1 2028 Requirements

• Substance needs to be identified on the warning label

• New Warnings for California

• They will be on most North American products



Prop 65
Today’s Warning

• Search results using current warning

• Search results using current warning

• What is on your product today



Prop 65
2028 Warning

• Search results using the new warning

• This will cause fear in your customers

Q&A



Prop 65
Key Details

• Key differences

• New warning require substance to be identified

• Adding a substance will change search results by customers

• Most products do not need a warning

• A test report is your only defence

• In 50+ defenses I have participated in

• No test report.  No win.

• But I have supplier data!

• No test report.  No win.

• Claigan can help



Note on Generic Warning

• Prop 65 is also governed by the concept of

• No False or misleading statements

• Short summary

• You cannot provide a warning for a substance that is

• Not present, or

• Not a potential exposure

• This fundamental statement has to be true

• "This product can expose you to chemicals”



Note on Generic Warning

• Speculative or Harmless Warnings

• Speculative Warnings Void "Safe Harbor" Protection

• To use California's approved Safe Harbor warning text 
(which protects a business from Proposition 65 litigation), 
the regulations require you to name at least one listed 
chemical that is actually in the consumer product and 
capable of causing an exposure.

• If a company names a chemical that might not be there, the 
warning is factually false. If a bounty hunter later tests the 
product, finds a different listed chemical (like lead), and 
proves the named chemical wasn't present, the business's 
warning is invalid, and they can be sued for failing to warn 
about the lead.



Budgeting Summary
Prop 65

• Key rules

• You will likely not need a warning

• Plan for

• At least testing of representative products for Prop 65

• But you need a test report to justify it

• You can only use a warning for a substance that is

• Present and can expose you

• But you need a test report to justify it

• If done properly, just key high risk materials for testing

• Not the entire product



Life Cycle Assessment (LCA)

• Going to be one of the largest demands from 

• Large and institutional customers

• Manufacturers should expect

• Heavily from

• Large customers

• A 200% increase in LCA/GHG information demand in 2026

• Such as institutional or government tenders

• Which are kind of important to your business :-)

• Tenders from large entities

• To meet corporate and California Scope 3 reporting 
requirements



Life Cycle Assessment
Terms

• Life Cycle Assessment (LCA)

• What yours should look like

• Follows the general rules in 

• ISO 14040 and ISO 14044

• More importantly, comply to the appropriate

• Product Category Rule (PCR)



Product Category Rules (PCRs) to Use

• PCR (Product Category Rule)

• Electronics (including medical electronics) use the PCR 
for Electronics

• Provides a standard for LCA (Life Cycle Assessment) for 
specific products

• PCR 2024:06 for Electronic and electric equipment and 
electronic components)

• Non-electronic medical devices

• Do not currently have a PCR.  Generally follow electronics PCR

• Pharmaceuticals

• Use the new PCR PAS 2090:2025



Life Cycle Assessment (LCA)

• Going into 2027

• ‘Working on it’ will not be sufficient

• Key questions

• Do you sell to companies with over $1B / year in revenue?

• Are you a company with over $1B / year of revenue?

• You will need completed LCAs

Or

• Do you plan to sell to companies with over $1B / year in revenue?
Or

Or

• Do you plan to sell to governments or large institutions?

• Then you better have LCAs and GHG numbers in 2027



Budgeting Summary
LCAs

• For 2027

• Plan

• To complete an LCA for one product by start of year

• Complete.  Not work on.

• This initial LCA will give you the basis on what to do

• LCA data is different than for other regulations

• And you will be pushed for primary data

• To complete LCAs for, at least, representative products

• By mid year

• And have a comprehensive approach by end of year

• To prepare to shift gears midstream due to customer demand



Packaging Redesign

• Driving packaging re-design

• Packaging EPR reporting fees

• Mandatory plastic packaging reduction in California



Example Fees Difference
California

• 2027 fees

• Cardboard with

• $0.02 per lb

• $0.23 per lb

• /wo plastic adhesive, or plastic stickers or tape

• /w plastic adhesive, or plastic stickers or tape

• Which will appear in more and more jurisdictions



California EPR Fees

• EPR Fees (Generalized)

• Averages ~$0.50 to $2.00 for an average air conditioner

• Depends heavily on amount and type of packaging

• Which for ~$50M of sales in California

• ~$150,000 per annum (if cardboard as no plastic)

• ~$400,000 per annum (if cardboard has plastic)

• Will trigger

• Budget attention

• Packaging re-design

• Not even including plastic reduction plan

• And will also be needed for EU PPWR changes in 2028



Medical Devices and CMRs

• Carcinogens, mutagens, and reproductives toxins (CMRs)

• Section 10.4 of EU Medical Device Regulation

• In the invasive, fluid, or gas path

• Over 0.1% w/w

• Identified

• Are required to be

• Labelled

• Justified

Also includes Endocrine Distruptors (Health)

But pretty overlapping with repr. toxins

Due date for most Class II Devices

Dec 31 2028



ATP Updates to CMR

• Published June 6 2025

• ATP 23

• Twenty-two (22) new classifications

• Eleven (11) are new Cat 1 CMRs

• Two (2) are high risk in medical devices

• In effect - February 2027

Required for EU Medical Device Compliance

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202501222
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202501222


ATP Updates to CMR
ATP 24

• Expected to be published ~Nov 2026

• ATP 24

• Thirty-Four (34) new classifications

• Thirty (30) are new Cat 1 CMRs

• Eight (8) are high risk in medical devices

• In effect - ~June 2028

• WTO Notification occurred in Dec 2025

Required for EU Medical Device Compliance

https://members.wto.org/crnattachments/2025/TBT/EEC/25_08180_01_e.pdf


Claigan Risk Assessment

• Receives risk assessment for new regulated substances

• Everyone who has monthly/quarterly updates with Claigan

ATP 23

• Such as

ATP 24
Plus

EU POP

EU REACH 

Prop 65



Budgeting Summary
EU MDR

• For 2027

• Plan

• Be up to date to ATP 23 for submission

• Complete ATP 24 compliance during 2026

• Principal strategy

• Risk assessment of new chemicals

• Focus on specific risks

• Don’t trust historical materials gathering

• Substances may not have been declarable even on SDS

• Be sure.  High cost of non-compliance for medical devices 

• A big year for EU MDR



Other items in 2027

• Regulations that may cause stress but are simpler

• Changes in RoHS exemptions

• MCCP restriction under EU POP

• More complicated requirements for which work should begin in 2027

• Packaging labelling for EU PPWR

• Especially for consumer 
products

• PFOA restriction in Canada



And the Usual Stuff

• Re-occuring

• Same old, same old.

• Annual work for 2027

• Update PFAS submission in Minnesota

• EPR reporting (packaging and electronics)

• New REACH SVHC in July 2027 (BPA-F)

• Canadian Plastics reporting (consumer)

• Conflict minerals reporting



And the Unexpected

• Expect some surprises in 2027

• Typical surprises

• New customer demands

• New regulation

• Changes in EPR reporting

• Recommendation

• Set aside money / effort equivalent to 

• Section 71 reporting, and

• Packaging EPR reporting



How to Keep Up to Speed

• Best option

• Only about $3,000 per annum for quarterly

• Web meeting with an expert who knows your products

• Providing references and links

• Claigan quarterly (or monthly) updates

• How they do or do not apply to your products

• Explaining all the new changes 

• Risk assessment of all new substance updates



Reminders

• Big things in 2027

• New Prop 65 warnings

• Section 71 Surveys (Canada)

• Life Cycle Assessments (LCA)

• EU MDR CMR and Allergen compliance

• Packaging re-design for EPR fees

• Plus

• All the annual reoccurring requirements

• And the unexpected



We are here to help

Life Cycle Assessment / Green House Gas

CEPA Section 71 Surveys

US / Can Packaging Reporting

Prop 65

Q&A
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