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Today’s webinar aims 

• To explain what types of materials are at risk of containing the 
phthalates and how companies can use the EN 50581 standard to 
prioritise their compliance efforts on higher risk supplier parts. The 
webinar will also explain how companies can use EN 50581 to make self-
declarations for parts which have no risk of containing the phthalates.

• Identifying which parts in your products contain the phthalates, finding 
alternatives and amending product specifications, and implementing 
these new manufacturing requirements with your supply chains, can 
take several years.

• Industry experience: Siemens, on its substance management 
challenges, its experience in using the EN 50581 standard, as well as 
recommendations to suppliers
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Speakers

v Aidan Turnbull, Director, BOMcheck.net

v Johan Russinger, Senior Director, EHS, 
Siemens

v Chair: Leigh Stringer, Global Business Editor, 
Chemical Watch
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Questions

Please submit questions during the webinar 
using your chat box

Any unanswered questions can be raised on the 
Chemical Watch LinkedIn page following 
the webinar:

www.chemicalwatch.com/linkedin

http://www.chemicalwatch.com/linkedin


Using EN 50581 to manage compliance to the  
upcoming RoHS2 phthalate substance restrictions 

Dr Aidan Turnbull
Director, BOMcheck.net 

Tel:      +44 1225 637 129
E-mail: aturnbull@bomcheck.net

mailto:aturnbull@bomcheck.net


Agenda

1. Upcoming RoHS2 phthalate substance restrictions 

2. Materials at risk of containing the new RoHS phthalates

3. Using EN 50581 to make self declarations for no risk parts

4. Siemens recommendations to suppliers 



BOMcheck: Industry-lead shared web 
database for the electrotechnical industry

Launched in May 2008 by Siemens, 
Philips and GE Healthcare
ü Industry Steering Group directs the 

development of new functions and 
features on BOMcheck

ü Industry Substance List Working Group 
identifies and evaluates substance 
regulations

Owned and operated by thinkstep
compliance limited 
ü Co-Chair of US Standard IPC 1752A 

for Materials Declarations
ü European Regional Coordinator for 

International Standard IEC 62474 for 
Materials Declarations. 

ü Helped write EN 50581 Standard for 
RoHS2 Technical Documentation 



2 million parts and 5,700 users including...



Guide to Using BOMcheck and EN 50581 
for EU RoHS2 Technical Documentation 

§Reviewed by 

– European Commission 
RoHS2 Working Group 

– UK Government RoHS2 
Regulators

– UK Government RoHS2 
Enforcement Agency 

§Available free-of-charge at 
www.bomcheck.net/rohs

http://www.bomcheck.net/rohs


Focus of today’s webinar: EU RoHS2

§ Directive 2011/65/EU (RoHS2) replaced Directive 2002/95/EC 
(RoHS1) and became EU Law on 21 July 2011
– Member State RoHS2 Regulations took effect from 2 January 2013 

§ Continues to apply existing RoHS1 substance restrictions to 
electrical and electronic equipment in Category 1 – 7 and 10

§ Maximum concentration in any homogenous material in the part
– Cadmium/cadmium compounds : 0.01% 
– Lead/lead compounds : 0.1% 
– Hexavalent chromium compounds : 0.1% 
– Mercury/mercury compounds: 0.1% 
– Polybrominated biphenyls (PBB): 0.1%  
– Polybrominated diphenyl ethers (PBDE): 0.1%



EU RoHS2 extends EU RoHS1 by adding...

§ …new product categories and compliance timelines 

§ …new substance restrictions 

§ …new CE marking requirements 

§ …new Technical Documentation requirements 

§ …new compliance assessment standard



New product categories and compliance 
timelines

§ Category 8: Medical Devices: 22 July 2014
– In Vitro Diagnostic Medical Devices: 22 July 2016 
– Active Implantable Medical Devices: Exempt until next review    

§ Category 9: Monitoring & Control Instruments: 22 July 2014 
– Industrial Monitoring & Control Instruments: 22 July 2017

§ New Category 11: “All Electrical and electronic equipment not 
covered by any other category”: 22 July 2019



New substance restrictions

§ RoHS2 Article 6:  “amendment of the list of restricted substances 
shall be considered by 22 July 2014 and periodically thereafter” 
– Austria Environment Agency report published January 2014

§ Directive 2015/863 published 4 June 2015 added four phthalates 
and maximum concentration 0.1% in any homogenous material 
– Bis (2- ethylhexyl) phthalate (DEHP)
– Butyl benzyl phthalate (BBP)
– Dibutyl phthalate (DBP)
– Diisobutyl phthalate (DiBP)

§ All EEE except Category 8: Medical Devices and Category 9:  
Monitoring & Control Instruments:  22 July 2019
– Category 8: Medical devices and Category 9: Monitoring & Control 

Instruments: 22 July 2021



IPC 1752A standard manages supplier 
declarations against both EU RoHS lists 

§ IPC 1752A standard provides two separate compliance lists
– Existing 6 RoHS substance restrictions:  EUROHS-0508
– Upcoming 4 RoHS substance restrictions: EUROHS-1506

§ Suppliers can provide declarations against one list or both lists

§ Recommendation 1: ask suppliers to provide declarations which 
comply with IPC 1752A format
– Avoid cost of reviewing each declaration to check which list is referenced  

§ Recommendation 2: use an IPC 1725A software system which 
rolls up and reports BOM against each RoHS list separately 
– List of verified IPC 1752A solution providers is published at 

http://www.ipc.org/ContentPage.aspx?pageid=Materials-Declaration#1752a

http://www.ipc.org/ContentPage.aspx?pageid=Materials-Declaration#1752a


New Technical Documentation and CE 
marking requirements 

§ RoHS2 Article 7:  “Manufacturers shall draw up Technical 
Documentation, carry out internal production controls, provide EU 
Declaration of Conformity and affix CE Marking”  
§ RoHS2 Article 18 refers Regulation 765/2008:  “Market 

surveillance authorities shall perform documentary checks and, 
where appropriate, physical and laboratory checks”  
§ Many products already CE marked for other Directives

– Continuing to CE mark product after compliance deadline means 
manufacturer is claiming the product now also complies with RoHS

– EU Declaration of Conformity must be expanded to include Directive 
2011/65/EU after compliance deadline  



EN 50581 Standard for RoHS2               
Technical Documentation

§ RoHS 2 Article 16: “Equipment 
which has been assessed in 
accordance with EN 50581 shall be 
presumed to comply with RoHS2”

§ Companies who choose not to use 
EN 50581 are required to 
demonstrate how their Technical 
Documentation provides equivalent 
levels of evidence of compliance  



Assess materials risk to decide supplier 
documentation requirements 

§ The types of technical 
documents that are required 
for materials, parts and/or 
sub-assemblies shall be 
based on Manufacturer’s 
assessment of

– The probability of 
restricted substances 
being present in 
materials, parts or sub-
assemblies, and 

– The trustworthiness of 
the supplier



Clause 4.3.2: Manufacturer can make self 
declaration where no risk is expected 

§ “The types of technical documents that are required for materials, 
parts and/or sub-assemblies shall be based on the 
manufacturer’s assessment of
a) the probability of restricted substances being present in materials, 

parts or sub-assemblies, and 

b) the trustworthiness of the supplier”

§ “When undertaking the assessment described in point a), the 
manufacturer may apply technical judgement, as some 
substances are unlikely to be contained in certain materials (e.g. 
organic substances in metals). Such technical judgement could 
be based on technical information available via the 
electrical/electronic industry, or a literature investigation of the 
materials/parts used in electrical/electronic products.” 



Assessing supplier documentation requirements 
for low, medium and high risk parts 
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Product Substance Risk Management: 
Balancing technical and supplier risks that is As Low As  Reasonably 
Practicable in line with EN 50581; Philips Healthcare approach

Supplier
Trust-
worthiness

Product Substance 
Risk

Low High

A (high) 1 1A
B (med) 1 2

C (low) 1 3

Option Evidence 1: 
Supplier- or 
Self-declaration 1)

Evidence 2: Testing

1 in BOMCheck or other 
approved tool

No testing

1A in BOMCheck or other 
approved tool

Random testing2)

2 in BOMCheck or other 
approved tool

Recent analysis report 3)

required from a certified lab

3 in BOMCheck or other 
approved tool

Recent analysis report 3) 

required & regular inspection 4)

1) Self Declaration: when fully or partly responsible for the design or when trustful components 
information(s) or when product substance risk is low 

2) Random Testing:  On full product, or on all high risk components of product
3) Recent:  max. 12 months (or longer - in case evidence of no change is available)
4) Regular inspection:  Risk based, either at manufacturer site or at incoming inspection minimal  

once per year



4 new RoHS phthalates are used as 
plasticizers in the electrotechnical industry 

§ A plasticizer is an additive which makes a material more flexible, 
stretchable, bendable or workable
– Additive found in flexible (bendable) plastics, rubbers, epoxies, etc
– Additive found in flexible (stretchable) adhesives, sealants, lacquers, 

paints, printing inks etc

§ For example, PVC without any plasticizer is known as uPVC 
(unplasticized polyvinyl chloride) which is brittle and hard
– uPVC used in window frames and other rigid profile products



Materials at no risk / low risk of containing 
phthalates 

No risk • Metals, glass, ceramic
• Metal plating, solder
• Wood, paper, leather, textiles 

Low risk • uPVC, other rigid plastics
• Rigid adhesives (e.g. super glue)
• Rigid epoxies (e.g. rigid circuit boards) 
• Hard paints and hard coatings 
• Other inorganic materials 



Materials at medium risk / high risk of 
containing phthalates 

Medium risk • Sealants based on polysulfide, polyurethane foam or acrylic.  
Typical content 1 – 30%.  

• Flexible adhesives based on polyvinyl acetate (PVA) and 
polyacrylics.  Typical content 1 – 5% but can be up to 10% 

• Flexible paints based on polyurethane or polyacrylics (e.g. 
waterproof paint).  Typical content 5% but can be up to 40%

High risk • Flexible PVC and other vinyl resins (e.g. coating cables and 
wires). Typical content 30-45% 

• Rubber including acrylobutadiene (NBR, Buna-n), styrene-
butadiene (SBR, Buna-S) and polychloroprene rubber 
(neoprene).   Typical content 10-20% 

• Cellulose ester plastics
• Plastic bags and films 
• Flexible plastic and rubber tubing 



Observations on phthalate use in the 
electrotechnical industry  

§ DEHP was the most commonly used phthalate and previously 
accounted for > 50% of all phthalate production
– Low production costs and very good flexibility properties 

§ BBP is one of the most expensive phthalates and so other 
phthalates are used when possible

§ DBP has very good low temperature flexibility in soft PVC 

§ DIBP is a specialist plasticiser which is used in combination with 
high molecular weight plasticizers.  It is too volatile to be used 
by itself in PVC applications.   



Recommendation 3: Start now by making self 
declarations for no-risk parts and sending parts list 
requests to suppliers for low, medium or high risk parts

Declaration request for low, 
medium and high risk parts

Up-to-date
compliance
declaration

Up-to-date
compliance
declaration

Up-to-date
compliance
declaration

Declaration request for risk 
parts 

Declaration request for risk parts Declaration request for risk parts

Up-to-date
compliance
declaration

Up-to-date
compliance
declaration

Up-to-date
compliance
declaration

Up-to-date
compliance
declaration

Up-to-date
compliance
declaration

Up-to-date
compliance
declaration
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Business benefits of starting now: reduce costs of 
any necessary design changes or sourcing changes  

July 2019
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Thank you for attending

What did you think about the 
webinar?  Please take part in our 
email survey (in your inbox now)

A downloadable recording of this 
presentation (with slides) will be 
available shortly. 
If you have any questions, please contact 
Glen (glen@chemicalwatch.com)
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T v Free webinar: The implementing regulation on joint submission          
and data sharing: Impact and Practical Advice, 15 April 2016

v Shanghai Chemicals Summit, 21–22 June 2016, Shanghai, China 

For more details visit www.chemicalwatch.com/events

mailto:(glen@chemicalwatch.com)
http://www.chemicalwatch.com/events

	CW Slides [Compatibility Mode]
	Aidan's slides
	Johann's slides.pdf
	CW Slides [Compatibility Mode]

