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Overview - Agenda
• Regulation timeline update

• Services

• Education

• Consulting

• Opinions

• Testing

• Material identification

• Exposure calculation - Prop 65

• Toxic risk assessment

• EU MDR justification

• Data gathering

• Supplier specifications

• Non-compliance and enforcement

• Software

• Conflict minerals

• Q&A
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Restricted Materials
Constant Deadlines

2023

New SVHCs
SCIP Update

RoHS Exemptions
End of 6b (Pb in Al)

New Canadian 
Restrictions  
PFOA / LC-PFAC
DBDPE / PBDE

New Prop 65 
Warnings

TSCA Restrictions
PIP 3:1

New EU Battery 
Regulation

2024

New SVHCs
SCIP Update

New SVHCs
SCIP Update

PFOA (POP)
Medical Devices
(non-invasive)

Today LC-PFAC Ban
EU (non-medical)

2025

New SVHCs
SCIP Update

New SVHCs
SCIP Update

Saudi Arabia
RoHS
(Monitoring and 
Control)

REACH Res.
Dechlorane Plus

EU MDR  (ATP 18)
New Substances

2026

Maine PFAS 
Reporting

EU MDR  (ATP 19)
New Substances

New SVHCs
SCIP Update

Prop 65
NRSL Antimony 
Trioxide

Actual Deadline Estimated Deadline

TSCA PFAS 
Reporting

EU REACH
MCCP Restriction

Spain - Single Use 
Packaging Tax

France
Ecodesign
Consumer electronics

France MOAH 
MOSH Ink Ban Stricter France 

MOAH MOSH Ink 
Ban

PFOA and LC-PFAC 
Ban
Medical

TSCA
decaBDE cables

Maine PFAS 
Extended Deadline

End of EU
PFAS Consult.
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Education  -  Claigan Approach
• Restricted materials education 

• In person or web education 

• Recommended education
• Combination of

• Standard explanation of requirements and compliance options

• Hands on review of a product against the requirements

• Interactive with lots of opportunity for questions and in-depth 
discussions



Consulting  -  Claigan Approach
• Consulting - Restricted Materials

• Expert in field is on-call for any consulting questions

• Typical uses
• Topics

• Interpretations of regulations

• Scope questions

• Materials questions

• Review of supplier statements

• Labelling requirements

• Declaration requirements



Global Requirements  -  Claigan Approach
• Identification of global restricted materials 

requirements
• Providing a baseline of all applicable global restricted materials 

requirement

• Matrix of requirements
• ‘Cheat sheet’ sortable spreadsheet of applicable requirements

• Jurisdiction

• Legislation

• Scope 

• Applicability 

• Enforcement risks

• Links to sources



Updates  -  Claigan Approach
• Regulatory updates 

• How to keep up to date on the variety and complexity of 
restricted materials requirements

• Quarterly (or Monthly) Updates
• Quarterly web meeting with stakeholders to

• Explain changes in restricted materials requirements

• Scope

• Deadlines

• Applicability to company’s products

• Risk materials

• Includes risk assessments for new substances

• Full interactive with lots of Q&A



Testing  -  Claigan Approach
• Restricted materials testing

• Testing of products for compliance to restricted materials 
requirements

• Testing
• Screening

• Screening uses XRF, FTIR, and swab chemistry to cheaply solve 
98% of the compliance requirements

• Identify specifics for follow up testing of remaining 2% of risks

• Follow up testing

• Follow up testing for specific complicated situations

• Ie. phthalate concentration, Prop 65 exposure



Example - Claigan PFAS Testing

REPORTABLE PFAS 
- detect F over 50 ppm

- /w FTIR also identifies


- CAS #

- Use

RESTRICTED PFAS 
- detect PFOA family to 

25 ppb

LC-MS/MS

PFOA and similarIf PFAS present

Handles

- Maine reporting

- Canada Section 71

- US TSCA reporting

- EU PFAS consultation

- + Pre-screening for 

restricted PFAS

Handles

- Prop 65

- EU POP and REACH restrictions

- US TSCA SNUR

- Upcoming Canadian restrictions

SOLVEDWD-XRF + 

FTIR

Screening

Follow Up Solution



Testing  -  Claigan Approach



Material Matching  -  Claigan Approach
• Matching materials

• Are these materials the same?

• Is this replacement similar to the current part?

• Is their variance between parts in a batch?

• Analysis
• Elemental analysis

• Comparison of elements and alloys

• Plastics

• Spectral overlap of different materials

• Interpretation of similarity

• Also used in non-compliance work to determine if part variation 
plays a factor



WEEE Treatment Instructions and
Single Use Packaging

• Recycling documentation
• WEEE treatment instructions (Article 15)

• Single Use Packaging (for EU reporting)

• Reports
• WEEE treatment instructions

• Mandatory report for WEEE

• Single use packaging report

• To meet reporting requirements in EU 
member states

• Straight forward to accomplish in parallel to 
testing



WEEE and Packaging 
Registration & Takeback

• Registration and takeback
• Registration with local authorities

• Joining take back system appropriate to products

• Regular reporting

• Details
• Every jurisdictions has 

• Different requirements

• Different registration entities

• Different take back options

• Different reporting cycles

• This is a local issue (similar to tax) and is better handled 
by the local distribution entity



Exposure Testing - Claigan Approach
• Testing for exposure

• Determination of exposure model

• Measurement of exposure

• Calculating of daily exposure rate

• Testing for / calculating exposure
• There are standard solutions for

• Prop 65

• Casual contact, repeat contact, inhalation

• EU MDR

• Exposure and safety margin from 10993 
testing (toxicological risk assessment)

• Food contacting materials



Data Gathering
• Data gathering for restricted materials

• Gathering restricted materials data from suppliers

• Data gathering
• Claigan exited data gathering from suppliers 6+ years ago due 

to blatant quality issues

• Notes 

• Supplier data is always incomplete

• Telephone game (data gathering) creates incredible errors

• No data summary ever matches the test data.

• You can do a more accurate job in a two hour engineering 
review than 8 months of data gathering



Supplier Specification - Claigan Approach
• Supplier specification for restricted materials

• Supplier specification on compliance requirements

• Supplier specification
• Fundamental rule of restricted materials compliance

• You need to tell your supplier (and design team) what is 
expected before the part is made / purchased.

• Clear specification to suppliers

• On what is required

• Can be referenced in purchases or drawings

• Can be committed to by supplier

• Can be revised on a regular interval

• Claigan builds these regularly



Software
• Where to house compliance?

• Compliance data
• Recommended

• By product family 

• Product level compliance data

• Supplier specification

• Test report for representative product

• Where

• In either

• A system you use for other reasons, or

• In a simple revision controlled system



Compliance Tracking - Claigan Approach
• Tracking product compliance

• With ever changing product compliance, 

• How do you track product compliance?

• How do you declare compliance

• Compliance tracker
• By product or product family

• Details

• Compliance to each regulation

• Which revision of regulation product is compliant to

• As regulations change, use the best available process to update 
compliance



Non-Compliance Support - Claigan
• Support for when non-compliance happens

• Detected internally, 

• Identified by suppliers, or

• Enforcement by an authority

• Support
• Non-compliance

• If you have testing data, you are going to be fine

• If you relied on supplier data, the situation is more dire

• Important fundamental rule of restricted materials compliance

• Authorities do NOT care what your supplier said



Data Gathering
• Best in class data gathering

• Imagine 99.5% of parts are compliant

• Far above real world.  Best case



Note on Enforcement
• Restricted materials enforcement is up significantly 

this year
• FDA

• EU member states (RoHS)

• California Proposition 65

• In all cases
• Here is our test report

• Where is yours?



Example Large Scale Enforcement
• US FDA - DART-MS 

• Brominated flame retardants, PAA, and phthalates

https://www.fda.gov/media/148533/download


Note on Enforcement
DART-MS (Direct Analysis in Real Time)

• DART-MS Rapid Screening
• Fast testing of parts for

• Flame retardants

• Phthalates

• Polyaromatic Amines

• Without sample preparation

• If positive
• Send part for full LC-MS/MS follow up test



Conflict Minerals - Claigan Approach
• Compliance to conflict minerals requirements

• US Publicly traded companies (require due diligence), and

• Non publicly traded companies (due diligence not required)

• Includes
• Reasonable Country of Origin Inquiry (RCOI)

• Data gathering inquiring on country or location of origin of 
the material

• Normally to an industry standard

• Due diligence

• Direct research and work with all refineries on whether 
they source from the covered countries

• Due diligence review of every refinery of risks



Extended CSR - Claigan Approach
• Extended CSR Compliance for Products

• Extended minerals reporting template

• Uyghur forced labour

• Modern slavery / Transparency in Supply Chains

• Compliance plan
• A RCOI and similar plan for each

• A due diligence report for each regulation
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Q&A


