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This update highlights new and proposed product related regulatory and liability 

developments that may impact manufacturers, importers, distributors and 

retailers of a broad range of products and consumer goods.  Please contact me or 

another member of the team if you would like to discuss these developments or 

any other product-related concerns. 

Doug Bryden, Head of Environment & Operational Regulatory 

 

 

GENERAL 

DEVELOPMENTS 

Update on forthcoming changes to 

the EU's product safety regime 

As reported previously (see link), in 

February 2013 the European 

Commission proposed new rules to 

improve the safety of non-food 

products and to increase 'market 

surveillance'. In particular, the 

‘Product Safety and Market 

Surveillance Package 2013’ 

included proposals for new 

regulations on Consumer Product 

Safety (the "CPR") and Market 

Surveillance of Products (the 

"MSP").  

The proposed new regulations, 

which are now passing through the 

legislative process, are expected to 

be adopted later this year and 

enter into force sometime in 2015.  

The CPR is intended to clarify the 

existing EU framework for 

consumer products. It retains the 

basic principle under Directive 

2001/95/EC on General Product 

Safety ("GPSD") that all consumer 

products placed on the market 

must be safe, but places increased 

emphasis on enhanced product 

identification and traceability to 

enable a swift and effective 

response to safety problems (e.g. 

recalls). In particular, products (or 

their packaging) will need to bear 

an indication of the product's 

country of origin. For products 

manufactured in the EU, companies 

will have the choice of indicating 

either a particular EU country or 

the "EU" as the place of origin. The 

CPR also seeks to clarify how its 

provisions will interact with sector 

specific legislation applicable to 

consumer products and introduces 

simplified procedures for the 

development of new or updated 

product safety standards.  

The proposed new MSP is intended 

to simplify the “fragmented and 

confusing” EU framework for 

market surveillance of non-food 

products to make it more effective 

in protecting human health and 

safety. Under the proposal, existing 

market surveillance procedures will 

be consolidated and streamlined 

(for example, the provisions 

regarding market surveillance and 

RAPEX that are currently contained 

in the GPSD have been transferred 

to the MSP proposal). Additionally, 

market surveillance authorities will 

be required to be adequately 

resourced for the proper 

performance of their tasks and to 

better cooperate and coordinate 

their efforts.
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EU Conflict Minerals Regulation 

proposed  

Earlier this year, the European 

Commission launched its proposal 

for an EU conflict minerals 

regulation. The main objective of 

the proposal is to help reduce the 

financing of armed groups from 

mineral sale proceeds in conflict-

affected and high-risk areas by 

promoting the responsible sourcing 

of tin, tantalum, tungsten and gold 

(“3TG”). 

Having examined a variety of 

methods of regulation, the 

Commission settled on a voluntary 

model, establishing an EU-wide 

system of ‘self-certification’ for 

importers of 3TG. The proposed 

system allows importers to self-

certify that they adhere to the suite 

of supply chain due diligence 

obligations in the regulation. These 

obligations are based on the 

OECD’s Due Diligence Guidance and 

include adopting policies and 

procedures, strengthening 

engagement with suppliers, 

operating well-documented supply 

chain traceability systems and 

responding to identified supply 

chain risks. To give the system 

additional credibility, the 

Commission proposes third-party 

audits of those who self-certify as 

‘responsible importers’.  

This development has been picked 

up by a number of our 

multinational clients, particularly 

those already impacted by the U.S. 

Dodd-Frank Act’s disclosure 

obligations. The Commission’s 

proposal has been largely 

welcomed by industry.  However, 

NGOs have raised concerns, 

particularly surrounding the 

voluntary nature of the scheme, 

the focus on importers (as opposed 

to other economic actors) and the 

narrow focus on 3TG, as opposed 

to other minerals or precious 

stones.  

Given the wide-ranging impacts of 

this legislative proposal, and the 

controversy surrounding the 

implementation of the U.S.’s 

system, conflict minerals 

developments are expected to be 

closely followed by industry. As at 

the date of writing, we understand 

that the Commission’s proposal has 

been referred to committee by the 

European Parliament – we will 

report further on the progress of 

this proposal in future editions. 

Revised EU Tobacco Products 

Directive 

In April 2014, a revised Tobacco 

Products Directive ("TPD") was 

published in the Official Journal. 

The TPD introduces more stringent 

rules on the manufacture, 

presentation and sale of tobacco 

and related products in the EU and 

is intended to improve the 

functioning of the internal market 

for tobacco and related products, 

while ensuring a high level of 

health protection for European 

citizens. Member States must bring 

into force laws implementing the 

TPD by 20 May 2016.   

In future, cigarette packs will 

feature mandatory combined 

picture and text health warnings 

covering 65% of the front and the 

back. Additionally, 50% of the sides 

of packs will also be covered with 

health warnings (similar rules will 

apply to roll-your-own ("RYO") 

tobacco products). In order to 

ensure the visibility of these health 

warnings, cigarette packs will be 

required to have a "cuboid" shape 

and each pack will contain a 

minimum of 20 cigarettes. 

The new Directive specifically 

allows Member States to introduce 

further measures relating to 

standardisation of packaging – or 

plain packaging – where they are 

justified on public health grounds, 

are proportionate and do not lead 

to hidden barriers to trade 

between Member States. 

Flavourings in cigarettes and RYO 

tobacco will be banned in 

quantities that give the product a 

distinguishable "characterising 

flavour", such as fruit flavours, 

menthol or vanilla. Member States 

and the Commission may consult 

an independent European advisory 

panel before taking decisions in this 

regard. For products with more 

than a 3% market share in the EU 

(e.g. menthol cigarettes), the ban 

will apply from 20 May 2020. 

Other tobacco products, such as 

cigars, cigarillos and smokeless 

products are exempted from the 

ban on characterising flavours. 

However, this exemption may be 

revisited if there is a substantial 

change in circumstances (in terms 

of sales volumes or prevalence 

levels among young people).  

Additionally, the new Directive 

includes stricter rules on nicotine 

containing e-cigarettes intended to 

ensure better product safety, 

quality and equal treatment across 

the EU. The new rules, which 

include specific safety, quality, 

reporting, advertising, packaging 

and labelling requirements, will not 

apply to medicinal e-cigarettes (as 

set out in Directive 2001/83/EC) or 

medical devices (Directive 

93/42/EEC), but will cover other 

electronic cigarettes placed on the 

EU market. 

Updated EU Blue Guide 

An updated version of The ‘Blue 

Guide’ on the implementation of 

EU product rules was published 

earlier this year.  

The updated ‘Blue Guide’ builds on 

its predecessor (The Guide to the 

implementation of directives based 

on the New Approach and the 

Global Approach) published in 

2000, but reflects the 

modernisation brought to the legal 

framework in the past decade.  

The updated version of the ‘Blue 

Guide’ includes both new chapters, 

for example on the obligations of 

economic operators and the 

‘accreditation’ of conformity 

assessment bodies, and revised 

chapters, such as those on 

standardisation or market 

surveillance. 

The updated Blue Guide can be 

accessed here. 

Changes to UK consumer rights 

law 

Businesses which sell goods, 

services or digital content to 
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consumers recently became subject 

to new laws in the form of the 

Consumer Contracts (Information, 

Cancellation and Additional 

Charges) Regulations 2013, which 

apply to contracts concluded on or 

after 13 June 2014.  

The Regulations implement the 

Consumer Rights Directive 2011, 

which updates earlier EU 

Directives, particularly relating to 

"distance selling" (i.e. over the 

telephone or online). Although they 

will mainly affect businesses which 

deal with consumers on an e-

commerce basis, some of the 

provisions will affect businesses 

which deal with consumers through 

any medium (though certain 

sectors, including financial services, 

are exempt). More detailed 

information is available here. 

EU recasts eight industry sector 

directives  

The European Commission has 

recently recast and modernised 

eight industry sector directives, 

including those addressing lifts, 

‘low voltage’ electrical and 

electronic equipment, simple 

pressure vessels, non-automatic 

weighing instruments, measuring 

instruments, explosives for civil 

uses, equipment used in explosive 

atmospheres and products which 

cause electromagnetic 

disturbances. 

The aim of these recasts is to align 

existing sectoral EU legislation with 

the EU’s ‘New Legislative 

Framework’, a general effort to 

align industrial product rules to a 

common set of principles.  

The revised directives should 

introduce clearer rules and reduce 

administrative burdens on 

operators. In particular, the 

changes seek to: 

(i) provide clearer 

responsibilities for 

manufacturers, importers and 

distributors when they sell 

products (e.g. in terms of 

conformity marking, labelling 

and traceability of products); 

and  

(ii) additional guarantees for 

consumer safety through a 

traceability system allowing 

the tracking of defective or 

unsafe products and improved 

supervision of conformity 

assessment bodies.  

The revised directives were 

published in the Official Journal on 

29 March 2014 as EU Directives 

2014/28 – 35, and can be accessed 

here. 

Record $1.2 billion fine for Toyota 

The U.S. Justice Department 

recently charged Toyota Motor 

Corporation with defrauding U.S. 

consumers in late 2009 and early 

2010 by issuing misleading 

statements about two safety issues 

affecting Toyota and Lexus vehicles, 

each of which caused unintended 

acceleration.  

Concurrently, the Justice 

Department announced details of a 

Deferred Prosecution Agreement 

under which Toyota admitted 

misleading U.S. consumers by 

concealing and making deceptive 

statements about these safety 

issues.  Under the agreement, 

Toyota is required to pay a $1.2 

billion fine, the largest penalty of its 

kind levied by the U.S. against an 

automotive company. In addition 

to the fine, the U.S. Justice 

Department will also appoint an 

independent monitor to review and 

assess Toyota's policies, practices 

and procedures relating to safety-

related public statements and 

reporting obligations. Provided 

Toyota abides by the terms of the 

agreement, the U.S. Government 

will defer prosecution for three 

years and then seek to dismiss the 

charge. 

"My hope and expectation is that 

this resolution will serve as a model 

for how to approach future cases 

involving similarly situated 

companies," Attorney General Eric 

Holder told a news conference. 

Export controls and sanctions 

Following Russia's annexation of 

Crimea and actions destabilising 

the situation in Ukraine, the EU has 

published several rounds of 

additional sanctions against Russia.  

These measures impose a broad 

suite of sanctions against Russia 

and Russian persons, including 

arms embargoes, economic and 

financial sanctions and restrictions 

on admission (visa / travel bans).  

Of particular note, Council 

Regulation 833/2014, amongst 

other things: (i) prohibits the sale 

and export of dual-use goods and 

technology listed in Annex I to the 

dual-use regulation to Russia where 

those goods and technology are or 

may be for military use, (ii) imposes 

a series of restrictions specific to 

the oil, gas and energy sector 

(including prior authorisation by 

Member States for the export of 

certain listed technologies), and (iii) 

prohibits the purchase, sale, 

brokering, assistance with the 

issuance of, or other dealing in 

'transferable securities' and 

'money-market instruments' with a 

maturity exceeding 90 days issued 

after 1st August 2014 by five 

named Russian banks (Sberbank, 

VTB Bank, Gazprombank, 

Vnesheconombank and 

Rosselkhozbank) and certain 

affiliates.  

As at the date of writing, the NATO 

summit is in full swing in Wales and 

further EU sanctions against Russia 

are expected.  

In light of the new EU sanctions, 

the UK's Export Control 

Organisation ("ECO") has added 

Russia to the list of non-permitted 

destinations on a broad suite of 

Open Licences. Accompanying 

these changes, the ECO has 

published a useful FAQ document, 

available here.  

CHEMICALS 

Amendment to the Biocidal 

Products Regulation 

As discussed in our article 

published in the April 2014 ENDS 

Report (which can be accessed 

here), the Biocidal Products 

Regulation (“BPR”) expands the 

EU’s biocides regime to cover 

‘treated articles’, that is, 
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substances, mixtures or articles, 

treated with or intentionally 

incorporating biocidal products. An 

example would be anti-bacterial 

socks. 

The BPR has been recently 

amended (see Regulation 

334/2014), which entered into 

force on 25 April 2014. This 

amending regulation makes a 

variety of changes in respect of 

‘treated articles’, including:  

► correcting the unintended 

market freeze on new treated 

articles containing active 

substances not on the EU 

review programme; and 

► clarifying that the labelling 

and information requirements 

for ‘treated articles’ entered 

in force on 1 September 2013.  

Producers of ‘treated articles’ 

would be well advised to review 

their labelling and information 

provisions to ensure that these 

obligations are met in full.  

Further to this amendment, the EU 

Commission has issued proposals 

to amend the interpretation of the 

scope of 'treated articles' (available 

here). Due to industry concerns, 

the Commission has proposed that 

'treated articles' fall within scope 

where upstream treatments have a 

'beneficial and desired effect in the 

final good'. Incorporations of 

biocides in 'treated articles' made 

during the course of manufacturing 

merely to perform a specific 

biocidal function at that stage of 

the process, but which have no 

such function in the final good as 

placed on the market, should be 

excluded. This proposal will come 

as a relief to industry which has 

been faced with significant practical 

compliance issues.  

It is understood that these 

proposals will shortly be discussed 

at the EU Biocides Competent 

Authorities' meeting. If supported 

by Member States, amendments 

would be made to the 

Commission's 'Note for Guidance 

on Treated Articles.' 

In other biocides news, a further six 

active substances were approved 

by the Standing Committee on 

Biocidal Products in March, 

including cyproconazole (a wood 

preservative used to control wood-

destroying fungi, product-type 8); 

and transfluthrin (an insecticide for 

general use against mosquitoes and 

moths, product-type 18). Of note, 

the first nanomaterial (silicon 

dioxide) has also been approved. 

These approvals entered into force 

in May this year.  

New EU F-Gas Regulation 

published 

Due to their global warming 

potential, the EU presently 

regulates hydrofluorocarbons 

(HFCs), perfluorocarbons (PFCs) 

and sulphur hexafluoride (SF6) 

under Regulation 842/2006. The 

2006 Regulation focuses largely on 

the containment and the 

prevention of such F-Gas emissions. 

Following a proposal from the 

European Commission in November 

2012 to amend the 2006 

Regulation, the new F-Gas 

Regulation entered into force on 9 

June 2014 and applies from 1 

January 2015.  

The 2014 F-Gas Regulation (No. 

517/2014) introduces a variety of 

changes, most notably a ‘cap and 

phase-down’ of HFCs. This 

mechanism is designed (subject to 

certain sector / product 

exemptions) to bring about a 79% 

decrease on HFCs placed on the 

market in the EU by 2030. The ‘cap 

and phase-down’ will be 

implemented by way of a 

transferable quota mechanism, the 

full details of which will be clarified 

in future implementing legislation, 

a draft of which is due by 31 

October 2014.  

Candidate List (aka the 'black list') 

updated with four new SVHCs 

On 16 June 2014 the European 

Chemicals Agency added four 

further substances to the 

Candidate List of Substances of 

Very High Concern ("SVHCs") for 

Authorisation. The substances are: 

cadmium chloride, a phthalate and 

two boron substances. Their 

inclusion brings the total number of 

SVHCs on the Candidate List to 155. 

Following ECHA’s publication of the 

revised Candidate List, additional 

information requirements may 

apply under REACH. For example, 

producers and importers of articles 

containing any of the four new 

SVHCs included in the Candidate 

List, have six months from 16 June 

to notify ECHA if the substance is 

present in those articles (i) in 

quantities over one tonne per year, 

and (ii) above a concentration of 

0.1% weight by weight (subject to 

certain exemptions).  Additional 

communication obligations may 

also apply. 

Operators would therefore be well 

advised to review their use of these 

new SVHCs. 

These substances will now go 

forward for consideration for 

inclusion in the Authorisation List 

(Annex XIV REACH).  

In other REACH news, Germany, 

Sweden, Denmark and Austria have 

submitted ten SVHC proposals. 

ECHA's consultation on these 

substances can be accessed here. 

Nine new substances added to the 

REACH Authorisation List  

Over the summer, the European 

Commission added a further nine 

substances to REACH's 

Authorisation List (Annex XIV).  

The new substances include 

formaldehyde, arsenic acid, 1,2-

dichloroethane, strontium 

chromate and pentazinc chromate 

octahydroxide, and have sunset 

dates (after which authorisation is 

required) in 2017 and 2019 

respectively.  

The revised Authorisation List 

including these new substances can 

be found here.  

Further, ECHA has launched a 

public consultation on 22 

substances to be included into the 

Authorisation List. Consultation 

documents may be accessed here. 

EU consultation on nanomaterial 

transparency 
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Earlier this year, the EU 

Commission launched a public 

consultation on transparency 

measures for nanomaterials on the 

EU market.  

Nanomaterials are already 

regulated under REACH because 

they fall within the definition of a 

chemical "substance". However, 

although the general obligations 

under REACH apply, there are no 

express nanomaterial provisions. 

Further details of the consultation, 

which closed on 5 August 2014, are 

available here. A full summary and 

analysis of the public consultations 

will be published in due course. 

ELECTRICAL EQUIPMENT 

RoHS II scope reminder 

The EU’s recast Directive on the 

restriction of the use of certain 

hazardous substances in electrical 

and electronic equipment (“RoHS 

II”) required EU Member States to 

transpose its provisions by 2 

January 2013. In the UK, this has 

been done through the RoHS 

Regulations 2012.  

RoHS II prohibits (subject to certain 

exemptions) the use of 6 hazardous 

substances above certain maximum 

concentrations. The substances 

covered are lead, mercury, 

hexavalent chromium, 

polybrominated biphenyls (PBB) 

and polybrominated diphenyl 

ethers (PBDE) (0.1 %) and cadmium 

(0.01 %). 

RoHS II significantly expands the 

categories of electrical products 

caught by the above prohibitions. 

Under the prior version of RoHS 

(originally enacted in 2002), the 

substance prohibitions only 

impacted certain listed categories 

of electrical and electronic 

equipment (EEE). However, RoHS II 

gradually expands the scope of the 

regime to include new product 

categories as follows:   

(i) medical devices and 

monitoring and control 

instruments from 22 July 

2014;  

(ii) in vitro diagnostic medical 

devices from 22 July 2016;  

(iii) industrial monitoring and 

control instruments from 22 

July 2017; and 

(iv) all EEE (except for the ones 

explicitly excluded) from 23 

July 2019.  

As part of RoHS’s 2014 review , the 

Commission has contracted a 

technical team to review the scope 

of substances covered by the RoHS. 

This review, concluded in June 

2014, has identified 21 substances 

that could be prioritised for 

addition to RoHS II. Needless to say 

that these developments should be 

followed closely by industry, in 

particular electrical product 

manufacturers, importers and 

distributors 

Transposition deadline for WEEE 

II 

14 February 2014 was the date by 

which EU Member States were 

obliged to transpose the provisions 

of the EU’s recast Directive 

2012/19 on waste electrical and 

electronic equipment (“WEEE II”). 

In the UK, WEEE II has been 

implemented by the WEEE 

Regulations 2013 which came into 

force in the main on 1 January 

2014.  

WEEE II brings about a number of 

changes, including:  

► expanding the scope of the 

Directive to include all types 

of WEEE from 15 August 2018;  

► increasing minimum annual 

WEEE collection rates to 45% 

in 2016 and 65% by 2019; and  

► extending ‘very small WEEE’ 

take-back requirements to 

distributors with sales areas of 

400m
2
 or more.  

Of particular note for the solar 

industry, photovoltaic panels are 

now in scope for the first time, 

imposing new obligations on 

producers, importers and 

distributors.  

The UK's Department for Business 

Innovation & Skills ("BIS") recently 

published revised Government 

Guidance on the WEEE Regulations 

2013, can be found here. 

Batteries consultation 

BIS launched a consultation on 6 

August 2014 seeking views on the 

implementation of EU Directive 

2013/56/EU which amends the EU's 

Batteries Directive (2006/66/EC).  

Of note, the 2013 Amending 

Directive extends the ban on the 

placing on the market of portable 

batteries containing cadmium to 

portable batteries intended for use 

in cordless power tools. Further, 

the 2013 Amending Directive 

prohibits the marketing of button 

cells with a mercury content of less 

than 2% by weight. These new bans 

(which remove prior exemptions 

for these uses) must be brought 

into force in the UK by 1 July 2015. 

The consultation is relevant, in 

particular, for those involved in the 

production of batteries and 

products containing batteries, 

distributors and facilities that treat 

waste batteries.  

The consultation, available here, 

closes on 5 November 2014. 

FOOD 

Food Information Regulation 

EU Regulation 1169/2011 on the 

provision of food information to 

consumers ("FIRC") will, subject to 

certain exemptions, apply from 13 

December 2014. The FIRC applies 

to food businesses at all stages of 

the food chain (including pubs, 

restaurants and those trading 

online), where their activities 

concern the provision of food 

information (including labelling) to 

consumers.  

Although food labelling 

requirements have been in place 

within the EU for some time, the 

FIRC includes some important new 

rules, such as a minimum font size 

for mandatory food information, 

new requirements on allergenic 

ingredients and, from 13 December 

2016, mandatory nutrition 

labelling.  

The 'basic requirement' of the FIRC 

is that any food intended for supply 
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to the final consumer or to mass 

caterers must be accompanied by 

food information in accordance 

with the FIRC.  

In particular, the FIRC provides 

that, subject to certain exemptions, 

a broad range of mandatory 

information must be indicated to 

final consumers, such as: list of 

ingredients; any specified 

substances or products causing 

allergies or intolerances (e.g. fish, 

eggs, peanuts or cereals containing 

gluten) present in the finished 

product; date of minimum 

durability or the ‘use by’ date; and 

name or business name and 

address of the relevant food 

business operator. 

Additionally, certain types of food 

will need to be labelled with 

additional information; for 

example, food containing certain 

sweeteners will need to be labelled 

"with sweeteners". 

HEALTHCARE 

New Clinical Trial Regulation 

adopted 

In April 2014, a new EU regulation 

governing clinical trials on 

medicinal products for human use 

was formally adopted (the "CTR").  

The CTR will apply by 28 May 2016 

at the latest. It will repeal the 

current "Clinical Trials Directive" 

(2001/20/EC), which has been 

widely criticised by industry and 

others as being costly and onerous 

and has contributed to a significant 

decline in the number of clinical 

trials taking place in the EU over 

recent years.  

The CTR is intended to restore EU 

competitiveness in clinical research 

and product development by 

cutting red-tape, harmonising 

applicable rules and bringing 

patient-oriented research back to 

the EU. In particular, the CTR is also 

expected to make it easier to 

conduct clinical trials in the EU by 

introducing a single centralised 

application and authorisation 

process, simplified reporting 

system, lighter regulatory controls 

for low risk 'low-intervention 

clinical trials' and streamlined rules 

for running multinational trials. The 

CTR also contains new provisions 

designed to increase transparency 

and accessibility to clinical trials 

data in the EU. These new rules will 

make it compulsory to publish the 

results of all clinical trials, even 

those with unfavourable results. 

The CTR will be directly applicable 

in each of the member states and 

will not need to be transposed into 

national law (unlike its 

predecessor). Accordingly, clinical 

trials will now become subject to 

more harmonised rules across the 

EU. 
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FIRM NEWS 

We have recently advised: 

► a multi-national pharmaceutical 

manufacturer on EU safety and wider 

pharmaceutical and food laws; 

► a U.S. foods additive manufacturer on 

product safety incident response and 

regulatory notifications;  

► a multi-national petrochemical company 

on the impact of the revised F-Gas 

Regulation; 

► classification obligations under the CLP 

Regulation;  

► a leading EU carbon filter producer on 

crisis response, regulatory investigations 

and insurance issues concerning an 

industrial explosion; 

► CE marking requirements under various 

EU Directives and related product liability 

issues; and 

► a multi-national sports apparel and 

equipment company on EU-wide 

regulatory controls associated with the 

use of biocides in consumer products.   

 

RECENT AWARDS 

► Owen Lomas and Doug Bryden were 

again recognised as leading practitioners 

in this area by Who's Who Legal 

► Commercial Contracts Law Firm of the 

Year in England, Corporate Intl Magazine 

Global Award 2014 

► Retail Law Firm of the Year in England, 

Corporate Intl Magazine Global Award 

2014 

► Complex Litigation Law Firm of the Year 

in England, Corporate Intl Magazine 

Global Award 2014 

► Partner-Led Corporate Law Firm of the 

Year - United Kingdom, DealMakers 2013 

End of Year Annual Awards 
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