EXPLANATORY MEMORANDUM TO

THE BIOCIDAL PRODUCTSAND CHEMICALS (APPOINTMENT OF
AUTHORITIESAND ENFORCEMENT) REGULATIONS 2013

2013 No. 1506
AND
THE BIOCIDAL PRODUCTS (FEESAND CHARGES) REGULATIONS 2013

2013 No. 1507

This explanatory memorandum has been prepared dyH#alth and Safety
Executive (HSE) on behalf of the Department for Wand Pensions and is laid
before Parliament by Command of Her Majesty.

This memorandum contains information for the JGiammittee on Statutory
Instruments.

Purpose of theinstruments

2.1  The Biocidal Products and Chemicals (Appointmenfathorities and
Enforcement) Regulations 2013 (the ‘BPC Regulat)orisrmally appoint
national authorities and provide for enforcememtcluding penalties for
infringement, in respect of three direct-acting d&pean Union (EU)
Regulations:

* Regulation (EU) No 528/2012 concerning the makimgilable on
the market and use of biocidal products (to repldee Biocidal
Products Directive 98/8/EC) — “the Biocides Regolat see:
http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:20167:0001:0
123:EN:PDF;

* Regulation (EU) No 649/2012 concerning the expod anport of
hazardous chemicals (a recast of Regulation (EG)2688) - known
as the Prior Informed Consent Regulation - “the R&gulation”,
see: http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:201:0060:0
106:en:PDF; and

* Regulation (EC) No 1272/2008 on classification, elibg and
packaging of substances and mixtures — “the CLPuR&gn”, see:
http://eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:8(B53:0001:1
355:en:PDF .

2.2 These three EU Regulations do not require transpnsi No

transposition note is therefore attached. Howe®d, member states are
required to make arrangements in order to give dtfibct to aspects of these
Regulations. The BPC Regulations make these araegts and also make
minor amendments to the Chemicals (Hazard Infoonatind Packaging for
Supply) Regulations 2009 (S.l. 2009/716) (the CHRegulations), see:



http://www.legislation.gov.uk/uksi/2009/716/contgimade which continue to
have effect until the EU Regulation on classificatilabelling and packaging of
substances and mixtures (the CLP Regulation) frélylaces the Dangerous
Substances and Dangerous Preparations Direttiviesplemented by the
Chemicals (Hazard Information and Packaging forgBgRegulations 2009.

2.3  The separate Biocidal Products (Fees and Chargegll&ions 2013
make provisions for fees payable by dutyholderseutite Biocides Regulation.

3. Mattersof special interest to the Joint Committee on Statutory Instruments

3.1  The Biocidal Products and Chemicals (Appointmenfathorities and
Enforcement) Regulations 2013 (the BPC Regulatioiss) the enabling power
in paragraph 1A of Schedule 2 to the European Camnitrea Act 1972 to insert
ambulatory references. These ambulatory refereacedimited and relate to
specific articles and annexes in the EU Regulatiinere technical updates are
frequently made to reflect technical progress. Taikects the previous position
in the domestic regulations, which implemented@h® Regulation and the EU
Regulation concerning the export and import of hdaas chemicals (the PIC
Regulation).

3.2 The BPC Regulations revoke the Biocidal ProductguRgions 2001
(S.I. 2001/880) and subsequent statutory instrusnghtit amended those
Regulations (see paragraph 7.9) (except for prowssin those instruments that
amend Northern Ireland regulations). However, th&CB Regulations
specifically do not revoke the provisions relatittg fees and charges in the
Biocidal Product Regulations 2001, and subsequergndments. These are
instead revoked in the Biocidal Products (Fees @hdrges) Regulations, in
order to provide clarity over associated revocatiand savings provisions and
to avoid complicated cross-references.

4. L egislative Context

4.1 In the last few years, significant changes haveuwed or will shortly
occur in the regulation of chemicals at EU leves, @irectly acting EU
Regulations replace Directives that required trasgjmn by Member States. In
this case:

e On 1 September 2013, the Biocides Regulation vafplace an
existing Directive (98/8/EC). The existing domestegislation,
which transposes 98/8/EC, will then become obsa@ateneed to be
revoked.

* On 1 March 2014, the recast PIC Regulation willaeg the existing
PIC Regulation (EC 689/2008). The Export and Impof
Dangerous Chemicals Regulations 2008 (S.l. 200&R18ee:
http://www.legislation.gov.uk/uksi/2008/2108/cont®made which
provide for enforcement of the existing PIC Reguolatthen become
obsolete and will need to be revoked and replaced.

1 Council Directive 67/548/EEC on the approximatioh laws, regulations and administrative provisiomdating to the
classification, packaging and labelling of dangersubstances and Directive 1999/45/EC of the Earofarliament and of
Council concerning the approximation of the lavegulations and administrative provisions of the MemStates relating to
the classification, packaging and labelling of denogs preparations.



* In 2009, the EU Regulation on classification, lébhgland packaging
of substances and mixtures (the CLP Regulation)ecaro force.
After a transitional period, it will entirely repia two Directives —
the Dangerous Substances and Dangerous Prepar&limwives.
The existing domestic Chemicals (Hazard Informatiod Packaging
for Supply) Regulations 2009, which transpose tligisectives, can
then be revoked, but the provisions they make féoreement of the
CLP Regulation will need to be replaced.

4.2  Asindicated in paragraph 2.1, each of the aboveREQulations require
Member States to formally appoint national authesitand provide for
enforcement, including penalties for infringemerar the Biocides Regulation,
it is also necessary to prescribe a fees and chatgecture covering all aspects
of the product authorisation process.

4.3 To ensure the UK meets the obligations in theseRedulations and to

implement Government policy to recover certain gofbm industry, the

Biocidal Products and Chemicals (Appointment ofuities and Enforcement)
Regulations 2013 (the BPC Regulations) and the i@abdroducts (Fees and
Charges) Regulations revoke and where necessalgceefhe above domestic
legislation. The Regulations are intended to mevitransparency and
consistency of approach and help to ensure the EQuirements are
implemented in the least burdensome way that isiples

Territorial Extent and Application

5.1 The BPC Regulations extend to Great Britain inti@hato the Biocides
Regulation and the CLP Regulation, and to the wbhblie United Kingdom in
relation to the EU Regulation concerning the exportl import of hazardous
chemicals (the PIC Regulation).

5.2  Separate legislation is being made in Northerraivélin relation to the
Biocides Regulation and the CLP Regulation. AsRIh& Regulation concerns
external trade, which is a reserved matter, the® BRegulations make
provision for the implementation of the PIC Regiagiatin Northern Ireland.

5.3  The Biocidal Products (Fees and Charges) Regukatxtend to Great
Britain. Separate legislation is being made intNem Ireland.

European Convention on Human Rights

6.1  As the instrument is subject to negative resolupoocedure and does
not amend primary legislation, no statement is iregu

Policy background

7.1 The duties created under the three EU Regulatioesewolutions of

long-standing and well-understood duties underptie®ious legislation, and are
important in the protection of human health and ¢ém@ironment from risks

associated with supply, use and import/export @aahdous chemicals.

7.2 To reduce the number of legislative instrumentsppsify domestic

regulation in this area, and in view of the similas between the three regimes,
the BPC Regulations replace the existing domestwigions that support the
EU Regulation on classification, labelling and pagikg of substances and



mixtures and the EU Regulation concerning the exaod import of hazardous
chemicals (the PIC Regulation) and combine thenh wibvisions for the new
Biocides Regulation. The biocides provisions revand replace existing
biocides legislation as recommended in Professéstedt’s independent review
of health and safety legislati@n.

7.3  The outcome is the replacement of seven existirtg sk regulations

(five on biocides and one each on PIC and the Ctas{Hazard Information

and Packaging for Supply) Regulations 2009) by $tadutory instruments (the
Biocidal Products and Chemicals (Appointment ofbuities and Enforcement)
Regulations 2013 (the BPC Regulations) and BiocEebducts (Fees and
Charges) Regulations). In 2014, there will be fertibonsolidation when the
provisions in the Biocidal Products (Fees and GCésrgRegulations are
incorporated in revisions to the Health and Saf@tges) Regulations, see
paragraph 12.2.

7.4  The provisions of BPC Regulations come into foronetle date required
by the EU Regulation to which they relate.

7.5 The new directly acting Biocides Regulation lays down revised rules
for the authorisation of biocidal products relatiogthe making available on the
market, use and control of such products withinEkk Biocidal products are
products used to control organisms that are hartoflluman or animal health
and for the control of organisms that cause dantagetural or manufactured
materials. Examples are rodent poisons, insect lleepe and wood

preservatives. The placing on the market and Gseich products is regulated
because they can pose significant risks to hunaamsyals and the environment.

7.6  The Biocides Regulation requires member stateppoiat a competent
authority or competent authorities and to makermgeanents for enforcement,
including establishing a system of effective, pmjomate and dissuasive
penalties for non-compliance.

7.7 The BPC Regulations designate the Secretary oé Sathe competent
authority for England, the Welsh Ministers for Waland the Scottish Ministers
for Scotland, to carry out the obligations laid doim the Biocides Regulation.
For matters outside the competence of a devolvedrastration, the competent
authority is the Secretary of State.

7.8  The provisions in the BPC Regulations in respecbiotidal products
are similar to corresponding provisions in the Biat Products Regulations
2001, which they revoke, see:
http://www.legislation.gov.uk/uksi/2001/880/contgimade .

7.9  Provisions are also made to enable the competémbrities for biocides
to recover in full costs incurred in respect of waarried out under the new
Biocides Regulation, as was the case under theiddib®roducts Regulations
2001. Previously, the Biocidal Products Regulai@f0B, which implemented

2 Reclaiming health and safety for all, Professor Ragnar Lofstedt, November 2011, see
http://www.kcl.ac.uk/sspp/departments/geography/people/academic/lofstedt/review/lofstedt-reportfinal. pdf

3 As amended by the Biocidal Products (AmendmentyuReions 2003 (S| 2003/429); the Biocidal Produ@snendment)
Regulations 2005 (S| 2005/2451); the Biocidal Patslu(/Amendment) Regulations 2007 (SI 2007/293); el Biocidal
Products (Amendment) Regulations 2010 (S| 2010/745)



the Biocidal Products Directive, included the feesl charges provisions that
applied under that Directive.

7.10 The Biocidal Products (Fees and Charges) Reguka0i3 update and
replace the existing regulations that set out #esfpayable as part of the
product authorisation process, including for theeasment of the data needed to
demonstrate that a particular use of a biocidatipcb and its active substances
(the chemicals that give products their biocidaperties) are effective against
the target organisms and safe in use for humanghanehvironment.

7.11 Together, the Biocidal Products and Chemicals (Auppoent of
Authorities and Enforcement) Regulations 2013 @R Regulations) and the
Biocidal Products (Fees and Charges) Regulationskeethe Biocidal Products
Regulations 2001 and all its amendments, subjeatettain transitional and
savings provisions (BPC Regulations, regulationah@l Schedule 2; Biocidal
Products (Fees and Charges) Regulations, regul@fion

7.12 Provisions in the BPC Regulations relevant to theci8es Regulation
take effect in Member States on 1 September 20iBdamestic provisions are
required to be in place by that date.

7.13 TheEU Regulation on the export and import of hazardous chemicals
(the PIC Regulation), a recast of the existing PIC Regulation, contnt®
regulate the export and import of certain hazardhesmicals, giving countries
the power to make informed decisions as to whetihey wish to import any
PIC-listed chemicals. In doing so, it gives effdct the UN Rotterdam
Convention, see: http://www.pic.int/ which promotdsared responsibility and
cooperation in the international trade of speciflemzardous chemicals. The
procedures outlined in the Rotterdam Conventioroéten called Prior Informed
Consent.

7.14 The recast PIC Regulation updates the existing Re&yulation,
establishes the correct legal base, and consdidatenumber of previous
amendments. It applies from 1 March 2014.

7.15 The PIC Regulation requires Member States to dasegmational
authorities and make arrangements for enforcemealiyding establishing a
system of penalties for non-compliance.

7.16 Provisions in the BPC Regulations relating to erdanent of the PIC
Regulation are based on existing provisions in Exort and Import of
Dangerous Chemicals Regulations 2008, which thegke= Similarly, as in the
existing provisions, the BPC Regulations desigridiie Health and Safety
Executive (HSE) and the Health and Safety ExecutoreNorthern Ireland
(HSENI) as the designated national authorities.

7.17 Provisions are also broadened to enable inspettidssue enforcement
notices in relation to any breach of a duty in BFI€ Regulation, facilitating
more proportionate enforcement than under previamsaangements and
improving consistency with other health and safaty.

7.18 The EU Regulation on classification, labelling and packaging of
substances and mixtures (the CLP Regulation) adopts an international
chemicals hazard classification and labelling syster the supply of substances
and mixtures in the EU. The EU Regulation on dfasgion, labelling and



packaging of substances and mixtures (the CLP Regn) came into force in
2009. It replaces the existing European systemaited a transitional period
takes full effect from 1 June 2015.

7.19 The CLP Regulation requires member states to apmoinompetent
authority or competent authorities and to makermgeanents for enforcement,
including establishing a system of penalties far-compliance.

7.20 The Biocidal Products and Chemicals (Appointmenfathorities and
Enforcement) Regulations 2013 (the BPC Regulatidesjgnate the Secretary
of State as the competent authority for England,Wrelsh Ministers for Wales,
and the Scottish Ministers for Scotland, to camy the obligations laid down in
the EU Regulation on classification, labelling gratkaging of substances and
mixtures. For matters outside the competenced#valved administration, the
competent authority is the Secretary of State.

7.21 Provisions in the BPC Regulations in relation téoecement of the CLP
Regulation are based on existing provisions in tbeemicals (Hazard
Information and Packaging for Supply) Regulation€02 (the CHIP
Regulations).

7.22 In addition, the BPC Regulations provide an oppatjuto address some
minor legal and administrative issues in the CHIERations. Regulation 35
and Schedule 4 of the BPC Regulations update amdeatothe CHIP
Regulations for the remainder of their tenure. 8padly, they provide for
references to the EU Regulation on the export angoit of hazardous
chemicals (the PIC Regulationtp replace the references to the 2008 PIC
Regulation; bring the penalties in line with theoysions of the European
Communities Act 1972; and, reinstate a requirertigttsuppliers who advertise
chemicals alert potential buyers to any hazardotmpesties, which was
incorrectly omitted from the CHIP Regulations.

Consultation outcome

8.1 For the Biocidal Products and Chemicals (Appointment of
Authorities and Enforcement) Regulations 2013 (the BPC Regulations) a
six-week public consultation was held. In addittonmaking the consultation
document publicly available via the Health and Sakexecutive (HSE) website,
interested stakeholders were notified of the cdasah directly. These
included HSE’s specific stakeholder groups andrf@won biocides, industrial
chemicals, and all those suppliers known to expleeimicals subject to the PIC
Regulation. Relevant e-bulletins were also usedptomote widespread
consultation.

8.2 The consultation period reflected the uncontroarsiature of the
changes  The Regulatory Policy Committee (RPQificoed that the BPC
Regulations and Biocidal Products (Fees and Chpargegulations could
proceed through the ‘fast-track’ regulatory processhe grounds of it being a
low cost measure.

8.3  The proposals were widely accessed (6110 consdtaibcument page
requests) and downloaded (2492 downloads), bypubéc consultation yielded
only 20 responses. This is attributed to the gdlyeuncontroversial nature of
the proposals.



8.4  Setting aside those responses to the consultdietnwere unrelated to
the proposed regulations or offered advice on bitathe Impact Assessment,
the substantive responses were broadly supportive.

8.5  Key outcomes of the consultation were:

e 11 out of the 16 respondents who commented agwdgbdhe proposal
to consolidate the seven sets of regulations. Thm moncern was for
the regulatory burden on business. However, thespalations essentially
represent a continuation of existing arrangemeantppse no additional
duties on business and reduce the number of regugan force;

* 15 out of the 16 respondents who commented cereidthat the
proposed enforcement provisions were ‘about rigbtie respondent was
concerned that the enforcement provisions mightden as a means to
raise funds for the Health and Safety Executive EHSHowever, no
provisions are planned in respect of cost recof@rgnforcement of the
duties in these EU Regulations;

e 15 out of the 16 respondents who commented ceresid that

inspectors should be able to issue ‘notices’ féringements of the EU

Regulation on the export and import of hazardousgbals (the PIC

Regulation). One respondent suggested that onlysepudion was

appropriate for breaches of the duties in the P&QuRation. However,

this would not be a proportionate level of respdiesenost breaches that
are likely to occur;

* There was overall support for the proposed amemiisnto address
legal issues in Chemicals (Hazard Information aratkBging for
Supply) Regulations 2009.

8.6 HSE has followed up specific points with individuakpondents where
appropriate.

8.7  For the Biocidal Products (Fees and Charges) Regulations a separate
four-week consultation was held. This was condii¢teough a consultation
letter posted on HSE’s website and was specificilgeted at the biocidal
products industry by emails to all companies culyelable for the General
Industry Charge (around 560 companies); and byfications via HSE’s
biocides e-bulletin, biocides web community, anoclides stakeholder group.

8.8 HSE received ten responses, including three froadetrassociations

representing a combined membership of over 250 aomep. No significant

issues were raised on the proposals, which maitirstatus quo on biocides
fees and charges while providing greater transggrehthe fees structure with
the inclusion of a table of fees in the Biocidabdircts (Fees and Charges)
Regulations. Although some responses indicateck thexy have been a belief
that fees would go up, in fact the proposed dadlies and the fee ranges
estimated in the consultation document reflect enurraverages so do not
represent an increase in current costs. This wa#ietd with the respondents
concerned.

8.9 Taking into account the consultation responses diaogue with
devolved administrations, HSE maintained the géragmaroach of the proposed
Biocidal Products and Chemicals (Appointment ofuities and Enforcement)
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Regulations 2013 (BPC Regulations) and BiocidadBets (Fees and Charges)
Regulations, with some minor technical amendments.

8.10 A more detailed report of the responses to botrsuitetions may be
found in the April 2013 Health and Safety Executi(tf¢SE) Board paper
HSE/13/39, see:
http://www.hse.gov.uk/aboutus/meetings/hseboar@23D413/consultation-
outome-7-in-1-package.pdf

Guidance

9.1 As the BPC Regulations do not alter the duties wsirtess that are set
out in the three EU Regulations, HSE does not fulether guidance for industry
beyond updating that already available to aid ceempk. These Regulations
carry forward well-established and well-understaedimes regulating certain
chemicals and biocidal products and, in respedbiofides, charging for the
costs arising.

9.2 HSE uses its website to provide extensive guidamtéiocides (see:
http://www.hse.gov.uk/biocides/), the EU Regulatimm the export and import
of hazardous chemicals (the PIC Regulation) (st&p:/hvww.hse.gov.uk/pic/),
and the EU Regulation on classification, labellamgd packaging of substances
and mixtures (the CLP Regulation) (se&p://www.hse.gov.uk/ghs/eureg.htm
It also uses e-bulletins and web communities tovideo regular updates to
interested stakeholders (for example see:
http://www.hse.gov.uk/press/subscribe.jtm The existing guidance will be
updated to reflect the BPC Regulations, which chdate, but broadly maintain
the existing framework for appointment of natioaathorities and enforcement.

I mpact

10.1 The impact on business, charities or voluntary &sdirising from the
BPC Regulations and the Biocidal Products (FeesGimatges) Regulations is
expected to be negligible. On 3 June 2013, theuR&wy Policy Committee
(RPC) validated the One—in Two-out status of thesnee as out of scope and
the findings of the impact assessment that tha Isw cost measure for which
there will be no net cost to business from thesguRgions.

10.2 The impact on the public sector is also expectduketoegligible.

10.3 An Impact Assessment is attached and will be phbtisalongside this
Explanatory Memorandum omww.legislation.gov.uk

Regulating small business

11.1 The legislation applies to small business. Duraapsultation, HSE
engaged with small businesses through specifiebtdkler groups and forums
on biocides, industrial chemicals, and all thosepsars known to export
chemicals that are subject to the PIC Regulation.

11.2 However, as the BPC Regulations and the Biocidatlirets (Fees and
Charges) Regulations do not introduce any new slutie business and there is
no net cost to business, the impact on firms emipipyp to 20 people will be
minimal.
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11.3 As these measures arise from EU requirements, ambidcontain ‘gold
plating’ they are outside of the scope of the nbhasiness moratorium.

Monitoring and review

12.1 The Secretary of State will review the Biocidal rots and Chemicals
(Appointment of Authorities and Enforcement) Regjolas 2013 after five years
to determine whether they achieve their intendegeative and, if those
objectives remain appropriate, whether they could dchieved with less
regulation.

12.2 The Health and Safety Executive (HSE) will complateeview of its
General Industry Charge, one aspect of its biocfdes structure, by 1 April
2014 to determine whether it continues to achi¢ventended objective of full
cost recovery and to ensure the fees structureimsnialine with Government
policy contained in Managing Public Money. Duedamplexities and time
constraints, it was not possible to complete tlegiew and implement the
necessary changes before 1 September 2013, whibk @eadline for meeting
the obligations under the Biocides Regulation. HSIE consult on proposals
for any changes that are found to be necessarylowkiog this review, HSE
plans to incorporate the Biocidal Products (Fee$ @harges) Regulations into
the Health and Safety (Fees) Regulations in 2014.

Contact

Deborah Traynor, the Health and Safety Executele0tl51 951 3301 or email:
deborah.traynor@hse.gsi.gov.uk



