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1 INTRODUCTION

The purpose of this Guidance Document is to:

Provide, in conjunction with the MoD REACH Technical Guidance Document, an
overview of REACH, and guidance on identifying where an IPT or Defence
Industry Partner need to take further action to achieve REACH compliance;

Aid Director General's (or equivalent), IPT’s and Defence Industry Partners in
identifying the processes and timelines associated with the MoD’s different levels
of REACH exemption;

Provide clear guidance on the processes involved in the proposed three levels of
MoD exemption from REACH, which are:

o Exemption from disclosing both the substance and its use under
REACH, with all aspects of REACH compliance being conducted
internally;

o Exemption from disclosing the use of a substance during REACH
registration with exposure models generated internally, but with the
substance being registered under REACH; and

o No defence exemption granted by DE&S, substance(s) must be REACH
registered.

Provide clear guidance on what internal processes should take place where a
substance is placed on Annex X1V, the candidate list for authorisation;

Provide clear guidance on where substances contained within articles will
require registration or notification under REACH;

Provide clear guidance on where research and development activities with
substances will require action under REACH,;

Provide clear guidance on actions Downstream Users of chemicals should take
in order to ensure the continued supply of chemicals after REACH deadlines.

NOTE: This Guidance Document should be considered a “working draft” that
will be updated and redistributed periodically as the implementation of REACH
legislation and the MoD REACH Management System is clarified.
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Background

The recent introduction of legislation regarding the Registration, Evaluation, Authorisation
and Restriction of Chemicals (REACH), Regulation (EC) No. 1907/2006, requires all
chemical substances (new and existing) that are manufactured or imported in the European
Union in a quantity of 1 tonne per year to undergo registration. One of the main aspects of
the new legislation is that any “preparation” or mixture of chemicals must be assessed at
the substance level, i.e. all chemical substances in formulated products must be registered.

Each registration must include all identified uses of a substance, requiring comprehensive
communication throughout the supply network to ensure that all current uses of a
substance will be covered. The incorporation of substances into ‘articles’, such as
component parts, assemblies and whole product systems must also be covered by
registration if the substance is intended to be released from the article (see Section 6 for
definition of articles). Hence the REACH legislation applies to substances on their own, in
preparations, and substances in articles.

For existing substances (substances already on the European market) the
manufacturer/importer must conduct pre-registration to take advantage of the phase-in
period. REACH requires all phase-in substances to be “pre-registered” between 1st June
and 1st December 2008. Depending on the quantity of a substance being manufactured or
imported per year and its classification, full registration must then occur before the
deadlines set out in the REACH phase-in timetable (Figure 1).

REACH Registration Deadlines

1—
10t

10 —
>1000t 100 t
=100 t N:R50-53 100 —
Set-up >1tCMR 1000 t
Agency
Pre-reg.
June June Nov. Nowv. June June
2007 2008 2008 2010 2013 2018

Figure 1 - REACH Regulations phase-in timetable
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1.2

1.3

REACH Process

Registration of substances under REACH will take place in a number of steps, however, not
all manufacturers or importers will have to complete all steps for all substances:

1. Pre-registration

Basic data on the company registering, substance identity and which tonnage
band the substance is believed to be in;

2. Registration

a. Gathering and evaluation of existing physical, chemical, human health and
environmental data;

b. Further data generation when data gaps are identified;
c. Preparation of Technical Dossiers (TD) and Chemical Safety Reports (CSR);
d. Preparation of new REACH compliant Safety Data Sheets;
e. Submission of registration dossier to the European Chemical Agency (ECHA).
3. Evaluation, of dossiers and substances;
4. Authorisation;
5. Restriction;

Steps 3-5 will not be completed for all registrations. The dossier evaluation will only be
completed for a small percentage of submissions, whilst substance Evaluation,
Authorisation and Restriction will only be completed for the more toxic substances and
those of particular concern.

Other REACH Requirements

In addition to the above main steps in REACH, other ‘information supply’ requirements will
apply in certain circumstances, where ECHA has to be notified of activities, these being:

When product and process oriented research and development (PPORD) is
taking place for a new use of an existing substance (not covered in an existing
registration);

PPORD is being carried out on a new substance;

When a substance on the candidate list for authorisation is within an ‘article’
(e.g. a component, assembly or system) at >0.1% w/w and the total amount of
the substance supplied is in quantities totalling more than 1 tonne (Article 7(2)).

In addition to the above two ‘information supply’ requirements, there are additional
requirements to provide safety information to customers and further downstream
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consumers of ‘articles’: This applies when a substance subject to authorisation is within an
‘article’ (e.g. a component, assembly or system) at >0.1% w/w (Article 33).

Exemption for Defence

The Ministry of Defence (MoD) are committed to complying with the REACH Regulations,
but where it is necessary in the interests of defence, the Secretary of State (SoS) may
exempt the MoD or anyone involved in defence-related business from the requirements of
specific articles of the REACH regulations.

These exemptions will be conferred by written certificates, the content of which will conform
to UK legislative requirements.

SoS’s Policy Statement on Safety, Health and Environmental Protection stipulates that
where the Ministry of Defence has been granted specific exemptions, disapplications or
derogations from legislation, international treaties or protocols, the MoD undertakes to
introduce internal standards and management arrangements that are, so far as reasonably
practicable, at least as good as those required by the legislation.

In accordance with this policy, the MoD will utilise a management system to mirror the
principal functions of the REACH regime. This system will be administered on behalf of the
MoD by Defence Equipment and Support (DE&S) and applications for an exemption will be
scrutinised by a senior board within DE&S, that will make recommendations to the SoS for
the granting of a certificate on a case-by-case basis.

Certificates will be time-limited, depending on the substance and/or use, and reviewed
regularly. An annual report will be provided to the SoS and the UK REACH Competent
Authority (the Health and Safety Executive, HSE). The exemption certificates will be linked
to the appropriate safety information containing the same level of detail that would be
covered under the normal REACH arrangements.

Where the SoS has granted an exemption, the use of any substance, preparation or article
will be subject to normal legislative controls. DE&S will manage registration of all
substances, preparations and articles with defence-sensitive uses within the MoD (including
Defence Partners) and all those imported from outside of the EU. DE&S will also act as the
main focal point for all MoD-related REACH issues.

DECIDING WHAT ACTION TO TAKE FOR REACH

IPT’s and Defence Industry Partners should use the following prompts when deciding if any
action will need to be taken for REACH or Exemptions from REACH for Defence;
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a) If you MANUFACTURE any substance(s) in quantities 1 tonne per year, they
will require REACH registration(s) or application(s) for Defence Exemption if
applicable*;

b) If you IMPORT any substance(s) in quantities 1 tonne per year, they will
require REACH registration(s) or application(s) for Defence Exemption if
applicable*;

c) If you IMPORT an article from outside the EU, you may be required to register
certain substances contained within the article or apply for a Defence
Exemption if applicable*.

* IPT’s should be aware that the MoD is considered 1 legal entity, so the quantity of a substance
manufactured or imported must be cumulative for the whole of the MoD organisation. To this end,
IPT's need to register their manufacturing or importing activities with DE&S, for any
substance they manufacture or import >5 kg/yr. This will facilitate the appropriate tonnage
threshold for the MoD to be determined for registration and help to ensure no substance that meets
the 1 tonne per year threshold across the MoD as a whole will be missed, see Section 3.

Where any of the above applies, this document details the internal processes required to
achieve the REACH requirements.

Although not a legal requirement, it is essential that IPT’s ensure continued supply of
products from their suppliers after REACH pre-registration and full registration. Guidance
on this is issue is presented in Section 7.
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REACH EXEMPTION PROCESSES WITHIN MoD

Under REACH the MoD may be classified as a “manufacturer” or as an “importer” of
substances. They will be required to REACH register these substances unless a defence
exemption is sought, and subsequently granted.

Prior to carrying out any processes associated with REACH, it must be considered whether
the substance is suitable for full or partial exemption from REACH or not suitable for
exemption and thus will go through the normal REACH process. A timely resolution of
which exemption route will be taken, if at all, will be key.

The two levels of exemption proposed are:

o0 Exemption for both the substance and use (where no information on the MoD’s
association with the substance will be disclosed into the public domain); and

0 Exemption for the use only (where the identity of a substance is known but the MoD
do not disclose their specific uses into the public domain);

o0 No defence exemption granted by DE&S, substance(s) must be REACH registered.

If there are no valid grounds for exemption (i.e. exemption is not sought or the application
for exemption is rejected) then the MoD and/or Defence Industry Partners will have to
participate in REACH activities, working towards pre-Registration and Registration
according to the existing REACH timetable.

Similarly for substances on the candidate list for Authorisation, their presence in articles will
have to be notified to ECHA if they are used in the articles at > 1 tonne p.a. and the
substance composes more than 0.1 % (w/w) of the article. In addition, Annex XIV
substances also listed in Annex XVII will have their use restricted. An equivalent of
applying for an “authorisation” internally within the MoD where a defence exemption is
sought will be implemented in 2009 when the authorisation list becomes live.

Hence, a decision on exemption will need to be made in sufficient time for REACH pre-
registration to be completed by 30" November 2008 if a defence exemption is not granted.

Flowchart 1 presents a flow diagram of the decisions that should be made when applying
for an exemption from REACH and acts as a reference for directing the reader to the
appropriate process flowchart.

Flowcharts 2 to 4 present subsequent process flow charts that are designed to act as
guidance for DG’s and IPT’s to conduct the correct processes for REACH compliance,
whether working towards full exemption, partial exemption or registration under the REACH
legislation.
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3.1

1)
onfidential Substance Full exemption Yes Process
Confidential Use From REACH " Flowchart 2
No
¥
(2)
Known Substance Exemption for Yes N Process
Confidential Use use only Flowchart 3
No
¥
(3
Known Substance No Exemption - Full N Process
Known Use REACH Requirements Flowchart 4

Process
TBC

Flowchart 1 Guidance on determining which MoD REACH process will be required
for exemption or authorisation.

Footnotes for Flowchart 1:

1. Where a substance is considered Defence Sensitive (and is “restricted” or above — see JSP
440, or for X-list Industry Partners the Manual of Protective Security), the IPT may decide to
apply for full exemption from REACH (i.e. exemption from disclosing both the substance and its
use), for all parts of the REACH regulation, as applicable to the substance. If the substance is
supplied by an Industry Partner, an IPT should liaise with their supplier and lead the exemption
application process.

2. Where the MoD is happy that the identity of a substance is known, but wish to withhold
disclosing its use from the public domain, an application for exemption from REACH for the
use(s) of a substance only may be submitted. This may also be an option if an application for
full exemption has been declined.
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3. Where there is no issue of sensitivity associated with the substance, or where previous
applications for exemption were unsuccessful, the substance will require registration under
REACH.

4. The list of chemical substances subject to Authorisation (and potentially restricted use) will
initially be published by ECHA in June 2009. Once a substance is subject to authorisation, the
application for authorisation will have to be submitted to ECHA, or internally to DE&S if the
substance is considered defence sensitive and an exemption from REACH is sought.

Applying for an Exemption Certificate

An Exemption Certificate is the internal MoD equivalent of a REACH Registration number,
and, if granted, the processes detailed in Flowcharts 2 or 3 will be followed, depending on
whether an exemption for the substance and use, or just the use is being sought. This
certificate will have an initial expiry date of the relevant REACH full registration deadline
(depending on the tonnage threshold and classification of the substance), and upon
successfully supplying the full information and data required by REACH, the certificate will
be renewed.

If exemption is not granted, the process required for registration under REACH (Flowchart
4) will apply.

For substances supplied by Defence Industry Partners that are to be exempt from REACH,
an application for exemption should be spearheaded by IPT’s in conjunction with their
Industry Partners. Each IPT is responsible for submitting the exemption application for
substances supplied by Industry Partners.

In addition, IPT's must submit their own exemption applications for substances that they
manufacture or import. IPT’s must also include accurate information on the tonnage of
each substance manufactured or imported so a cumulative quantity for the MoD can be
determined.

A substance will be considered eligible for an Exemption Certificate if the substance and/or
its use are classified as “Restricted” or above, as described in JISP440 and the Manual of
Protective Security (for X list Industry Partners). If an Industry Partner does not have the
Manual of Protective Security, they should contact their IPT if they have any queries.

However, a substance that is contained in a restricted process or system may not be
enough to warrant exemption, so a short business case detailing the reason for the need for
exemption must also be included.
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All applications for exemption certificates must be submitted by IPT's, for both substances
they manufacture/import, or for substances supplied by Industry Partners prior to the
deadline of 31°' August 2008.

Applications for an Exemption Certificate must include the following:

The identity of the applicant(s) (IPT's and Defence Industry Partners where
applicable);

The identity of the substance;
The UK Protective Marking Classification (JSP440);
The annual tonnage of manufacture or import of the substance;

A business case for exemption, including the Articles of the REACH Regulations
from which exemption is sought;

A pro-forma application form for Exemption Certificate applications is available to IPT’s only
from the following MoD web page.

http://defenceintranet.diiweb.r.mil.uk/Defencelntranet/Library/CivilianAndJointService/Brows
eDocumentCategories/SafEnvFire/Safety/HazardousSubstancesSafety/RegistrationEvaluat
ionAuthorisationAndRestrictionOfChemicalsreach.htm

Should the exemption application be unsuccessful, the application form holds all of the
information required for pre-registration under REACH.

All Exemption application forms should be completed and submitted by IPT's via the
REACH helpdesk (reach@bmt-isis.com) prior to 31st August 2008.
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Footnotes from Flowchart 2:

1. The application for an exemption certificate must be made prior to the deadline for applications
(31 August 2008). This will be prior to the REACH pre-registration deadline, enabling enough
time to pre-register if exemption is not granted. The application must include the name of the
applicant, the name and identification of the substance(s), their use and in what quantities, and
if they are known to be subject to Authorisation or Restrictions.

2. After review, DE&S may deem that the application is not valid for exemption and the IPT and/or
Defence Industry Partner must arrange for pre-registration and registration under REACH, or
may apply for exemption for the use only, if there is sufficient time prior to the deadline.
Applications for exemption may be rejected for not meeting the requirements for defence
exemption as outlined in the Statutory Instrument (TBC).

3. The Exemption Certificate (valid until the equivalent full registration deadline under REACH) will
be issued under the appropriate statutory instrument (to be named).

4. IPT's and Defence Industry Partners that are issued with an exemption certificate for the same
substance will be informed via the DE&S database. For IPT’s, the cumulative tonnage
throughout the MoD and subsequent full data requirements will be confirmed, allowing the
formation of mini-SIEFs (groups of IPT’s and Industry Partners working together to gather and
generate data) within the MoD.

5. The internal processes analogous to REACH processes may then be carried out within the
MoD. This may also involve a 3" party representative joining the REACH SIEF for a substance
for the purpose of acquiring data, thus protecting the MoD’s identity.

6. Although unlikely to happen for security reasons, there is the possibility for suitably insensitive
data to be offered to SIEFs for financial recompense.

7. Towards the end of the SIEF, the 3" party representative can enact the “opt-out” clause. The
“opt-out” clause essentially releases you from the obligation of joint registration, and usually the
party opting-out will register separately from the rest of the SIEF members. The 3" party
representative may then return to the MoD with all data and information required for an internal
equivalent of a REACH registration dossier.

8. Areview for completeness will then be carried out by DE&S, who will assess that all the relevant
data and information required by the REACH regulations are held in the MoD registration. If the
requisite data and assessments have not been completed then the application will be rejected.
If rejected twice, the exemption will not be granted.

9. If successful, the certificate will be re-issued. A review of the certificate will occur regularly and
may require resubmission of the registration exemption application if new data or information is
available on the substance, or a new tonnage threshold is achieved. If rejected, the application
must be amended and resubmitted.
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10. To ensure that the exemption certificate contains up to date information, a review of the
exemption certificate will be conducted regularly. This will be a simple task of checking that the
substance has not been placed on the list of substances that require authorisation. This review
will also be used to update the data held on the internal database should any new data become
available. Further guidance on the review periods will be given on a case-by-case basis for
each exemption

11. REACH requires Technical Dossiers to be “live” documents being updated as new data become
available, or at the request of the European Commission.
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Footnotes from Flowchart 3:

1. The application for an exemption certificate must be made prior to the deadline for applications
(31 August 2008). This will be prior to the REACH pre-registration deadline, enabling enough
time to pre-register if exemption is not granted. The application must include the name of the
applicant, the name and identification of the substance(s), their use and in what quantities, and
if they are known to be subject to Authorisation or Restrictions.

2. After review, DE&S may deem that the application is not valid for exemption and the IPT and/or
Defence Industry Partner must arrange for pre-registration and registration under REACH, or
may apply for exemption for the use only, if there is sufficient time prior to the deadline.
Applications for exemption may be rejected for not meeting the requirements for defence
exemption as outlined in the Statutory Instrument (TBC).

3. The Exemption Certificate (valid until the equivalent full registration deadline under REACH) will
be issued under the appropriate statutory instrument (to be named).

4. IPT's and Defence Industry Partners that are issued with an exemption certificate for the same
substance will be informed via the DE&S database. For IPT’s, the cumulative tonnage
throughout the MoD and subsequent full data requirements will be confirmed, allowing the
formation of mini-SIEFs within the MoD.

5. Towards the end of the SIEF, the 3rd party representative will enact the “opt-out” clause. The
“opt-out” clause essentially releases you from the obligation of joint registration, and usually the
party opting-out will register separately from the rest of the SIEF members. The 3rd party
representative may then return to the MoD with all data and information required for an internal
equivalent of a REACH registration dossier.

6. A review for completeness will then be carried out by a delegate in DE&S, who will assess that
all the relevant data and information required by the REACH regulations are held in the MoD
registration. If the requisite data and assessments have not been completed then the
application will be rejected. If rejected twice, the exemption will not be granted.

7. If successful, the certificate will be re-issued. A review of the certificate will occur regularly and
may require resubmission of the registration exemption application if new data or information is
available on the substance or a new tonnage threshold is achieved. If rejected, the application
must be amended and resubmitted.

8. To ensure that the exemption certificate contains up to date information, a review of the
exemption certificate will be conducted regularly. This will be a simple task of checking that the
substance has not been placed on the list of substances that require authorisation. This review
will also be used to update the data held on the internal database should any new data be
available. Further guidance on the review periods will be given on a case-by-case basis for
each exemption
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9. REACH requires Technical Dossiers to be “live” documents being updated as new data become
available, or at the request of the European Commission.

10. The manufacturer will update their registration dossier when new data or information becomes
available and communicate the updates to clients which should be included in MoD reviews.
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Flowchart 4 — Processes required for achieving REACH compliance when registering
a substance under the REACH regulations and no exemption was sought or granted
within MoD according to their level of classification.

BMT Group Limited 21 29/05/2008



MoD REACH Process Ministry of Defence
Guidance Document

Footnotes for Flowchart 4:

1. IPT's or Defence Industry Partners that manufacture/import the same substances will be
informed via the DE&S database advising them on their requirements under REACH. For IPT’s
the cumulative annual tonnage of a substance throughout the MoD and subsequent data
requirements will also be confirmed.

2. The MoD will then appoint a representative to carry out REACH registration duties.

3. A pre-registration dossier for the substance(s) will be submitted to the ECHA by the 30th
November 2008.

4. The MoD representative will then act as the representative in the SIEF for the relevant
substance(s) and carry out SIEF duties for the purpose of data evaluation and cost sharing.

5. Where data gaps are identified after all avenues of data sharing/acquisition have been
exhausted, a proposal for further testing will be prepared by the SIEF members for submission
to the ECHA.

6. Once all the data and information has been gathered, the compilation of the Technical Dossier
and Chemical Safety Report will be carried out.

7. If the MoD representative does not agree with the decisions of the SIEF regarding the
registration dossier, he may enact the “opt-out” clause and submit an individual registration
instead of a joint registration with other SIEF members.

8. The completed Technical Dossier and Chemical Safety Report are then submitted to the ECHA
as a registration dossier via the REACH-IT system.

9. Updating of a registration will occur when new information on a substance becomes available,
or at the request of the European Commission.

BMT Group Limited 22 29/05/2008



MoD REACH Process Ministry of Defence
Guidance Document

SUBSTANCES SUBJECT TO AUTHORISATION

Once a substance is placed on Annex XIV, a manufacturer, importer or Downstream User
needs an authorisation to place on the market or use such a substance on its own, in a
preparation, or in an article (Article 56(1)).

However, using or placing the substance subject to authorisation on the market may
continue until the “sunset date” has been reached. The sunset date is the date from which
the placing on the EU market of and the use of a substance shall be prohibited unless an
authorisation has been granted. The sunset date will be specified in Annex XIV of REACH.

An application for authorisation should be submitted to ECHA at least 18 months prior to
the sunset date (unless an alternative date is given by ECHA).

There is no minimum tonnage requirement for substances subject to authorisation.
Authorisation procedures are therefore applicable independently from any volume
banding.

A DU may use a substance subject to authorisation provided that they use the substance in
accordance with the conditions of authorisation granted to an actor up the supply chain for
that use (Article 56(2)).

The DU shall notify the agency within three months of first supply of the substance if they
use this substance in accordance with the authorisation for that use (Article 66(1)).

Exemption from Authorisation

No application for authorisation is required for substances on Annex XIV that are used for
the purpose of scientific research and development (PPORD). Such substances used for
PPORD shall be specified in Annex XVI as well as the maximum quantity that is exempt for
such use (Article 56 (3)).

The following uses are exempt from authorisation requirements:
Uses in plant protection products within the scope of Directive 91/414/EEC,;
Uses in biocidal products within the scope of Directive 98/8/EC;
Use as motor fuels covered by Directive 98/70/EC;

Uses as fuels in mobile or fixed combustion plants of mineral oil products and use
as fuels in closed systems.

BMT Group Limited 23 29/05/2008



MoD REACH Process Ministry of Defence
Guidance Document

Exemptions for substances in preparations will apply if the following conditions are met:

The substance meets the requirements of Article 57 (d), (e) and (f) and is present in
the preparation at a concentration lower than 0.1 % (w/w);

For all other substances, below the lowest concentration limits specified in Directive
1999/45/EC or in Annex | to Directive 67/548/EEC which result in the classification
of the preparation as dangerous.

4.2 Inclusions of Substances on Annex XIV

ECHA shall establish and publish substances on Annex XIV and will include the following
categories of substances:

a) Substances meeting the criteria for classification as carcinogenic, mutagenic, or
toxic to reproduction (CMR) category 1 or 2;

b) Substances which are persistent, bioaccumulative and toxic to reproduction (PBT)
according to Annex XIII;

c) Substances which are very persistent and very bioaccumulative (vPvB) according to
Annex XlllI;

d) Other substances identified on a case-by-case basis that give rise to an equivalent
level of concern as substances in (a)-(c), for example endocrine disrupting
substances.

Before including a substance on Annex XIV, ECHA shall prepare a dossier in accordance
with Annex XV and then publish a notice on their website that such a dossier has been
prepared. ECHA will invite all interested parties to submit comments within a specific
deadline to the Agency (Article 59(4)).

The Annex XV dossier will then be reviewed by a Member State Committee, to decide
whether the substance will be moved to Annex XIV.

The first recommendations for substances to appear on Annex XIV will be made by 1* June
2009. Priority shall be given to PBT and vPvB substances, and substances with wide
dispersive uses and high volume substances. ECHA aims to make further
recommendations at least every 2 years (Article 58(3)).

Before ECHA sends its recommendation to the European Commission, it shall make it
publicly available on its website. ECHA will invite all interested parties to submit
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comments within three months of the publication, in particular on uses which should
be exempted from the authorisation requirement (Article 58(4)).

Finally, the inclusion of a substance into Annex XIV is subject to a decision, following
comitology procedure referred to in Article 133(4), (Article 58(1)).

Application for Authorisation

The guidance document for applications for authorisation are still under development as
part of REACH Implementation Project 3.7 (RIP 3.7) and should be available during
“Summer 2008".

The application may be made by the manufacturer(s), importer(s) and/or DU(s) of the
substance and may be made by one or several applicants, for one or several uses (Article
62). A fee must be paid accompanying each application.

The application for authorisation shall include all relevant documentation, including an
analysis of alternatives and where suitable alternatives are available, substitution plans
including a timetable for proposed action by the applicant. Research and Development
plans may also be part of the application, if appropriate (Article 62(4)).

The application may include a socio-economic analysis and a justification for not
considering risks to human health and the environment in specific cases (Article 62(5)).

This Guidance Document will be updated following publication of RIP 3.7 in due
course. The updated document will detail the process of how an authorisation
application should be conducted through ECHA, and for Defence Sensitive
substances through DE&S.

SUBSTANCES CURRENTLY UNDER PRODUCT AND PROCESS ORIENTED
RESEARCH AND DEVELOPMENT (PPORD)

In order to carry out scientific research and development on a substance, or Product and
Process Oriented Research and Development (PPORD), certain actions will be required
under REACH.

Firtsly, it is essential to understand the difference between scientific research and
development and PPORD:

Scientific research and development means any scientific experimentation, analysis or
chemical research carried out under controlled conditions in a volume less than 1 tonne per
year.
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5.1

5.2

PPORD is defined as any scientific development related to product development or the
further development of a substance, on its own, in a preparation or in articles in the course
of which pilot plant or production trials are used to develop the production process and/or to
test the fields of application of the substance.

Scientific Research and Development

As REACH defines scientific research and development as involving substances under the
1 tonne per year threshold, there are no requirements for registration under REACH. This
exemption from REACH also applies for substances subject to authorisation and
restrictions (Article 56(3)).

Nevertheless, the manufacturer or importer of a substances for the purpose of research and
development, who places the substance on the market, needs to notify the Agency the
information related to its classification and labelling if the substance meets the classification
as dangerous (Article 113). This has to be done by the 30" November 2010 or, for
substances not yet on the market at that date, as soon as he puts the substance on the
market (Article 116).

In addition, suppliers of such substances might need, when appropriate, to provide a safety
data sheet or other relevant information to the users of the substance (Article 116).

PPORD

When carrying out PPORD on substances below the 1 tonne per year threshold, the
requirements are the same as for Scientific Research and Development (Section 5.1),
except that authorisations and restrictions may apply. If authorisations and restrictions do
apply to the PPORD substance, the company involved in the research and development
should check Annexes XIV and XVII to see if the authorisations and restrictions also apply
to PPORD.

Substances manufactured or imported on their own, in preparations or in articles in a
quantity 1 tonne per year for the purpose of PPORD can be exempt from the requirements
of REACH registration for a periods of up to 5 years. To achieve exemption, a company
needs to submit a PPORD notification to ECHA, and the exemption may be extended for
another 5 years if approved at the end of the first 5 years. If authorisations and restrictions
do apply to the PPORD substance, the company involved in the research and development
should check annexes XIV and XVII to see if the authorisations and restrictions also apply
to PPORD.
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5.3

Notification for PPORD

Where an IPT or Defence Industry Partner wishes to conduct PPORD on a substance
manufactured or imported above the 1 tonne per year threshold, a notification must be
submitted to ECHA. If, however, the PPORD is considered Defence Sensitive, an
application for exemption from this requirement should be submitted to DE&S.

In either case, the application should include the following information:
The identity of the manufacturer or importer of substances, preparations or articles;
The identity of the substance(s);
The classification of the substance(s);
The estimated quantity of the substance(s); and
The list of customers if the substance is placed on the market.

If this application is to be submitted to ECHA, it will have to be accompanied by the relevant
fee which may be found in the Guidance on REACH fees on the CESO website.

Where an exemption from this notification is sought, an application form and guidance on
its completion can be obtained by contacting DE&S.

BMT Group Limited 27 29/05/2008



MoD REACH Process Ministry of Defence
Guidance Document

SUBSTANCES CONTAINED IN ARTICLES

Substances contained in articles have slightly different requirements under REACH than
substances on their own or in preparations.

An article is defined as “an object for which the shape, surface or design determines its
function more than its chemical composition”, e.g. a welding rod that is consumed during
use and transportation protection waxes used in pipe ends that must be removed prior to
use of the pipes.

Registering substances in articles is obligatory only if the following conditions are met:

The substance are intended to be released from the article during normal and
foreseeable conditions of use; and

The total amount of the substance present in the article with intended release is
produced/imported at a quantity 1 tonne per year,

In addition, ECHA may decide that the producer or importer of an article must register a
substance, if the amount of the substance exceeds 1 tonne per year even if there is a
suspicion that it may be released from the article resulting in risks to human health or the
environment during its life cycle (including disposal).

Notification is required for substances contained in articles when the following conditions
are met:

The substance is placed on the candidate list for Authorisation;

0 The substance present in the article is produced or imported in a quantity 1
tonne per year,;

0 The substance is present in the article above a concentration of 0.1 % (w/w).

If, however, the producer or importer can exclude exposure of the substances to humans
and the environment during normal and foreseeable conditions of use, including disposal,
or the substance has already been registered for that use, notification will not be required.

It should be noted that if an article is produced within the EU that all the substances
composing the article should already be registered. The main concern for IPT's and
Defence Industry Partners are articles that are imported into the EU in the finished
state, where component substances may not be registered in that supply chain.

Flowchart 5 presents the process for determining the required actions to gain REACH
compliance through ECHA or internally through the MoD (Exemption Certificate).
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Flowchart 5 — Processes required for deciding whether a substance contained in an
article will require registration or notification, either through ECHA or internally via
the MoD.
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Footnotes for Flowchart 5:

1. The calculation determining whether the substance intended for release reaches the 1 tonne
threshold requiring REACH registration includes the total amount of the substance contained in
an article and not the amount expected to be released under normal and foreseeable conditions
of use. This tonnage must include all the articles in the supply chain that are
manufactured/imported on an annual basis.

2. Substances will be introduced to the candidate list for Authorisation (Annex XIV) by the
European Chemicals Agency over time. The first substances will be listed in early 2009 and the
list will be added to on an annual basis. It is essential to monitor this list to ensure that any
substances used are not placed on this list thus requiring further action by manufacturers or
importers of a substance.

3. Substances intended for release from articles during their normal intended use include, for
example, a welding rod that is consumed during use and transportation protection waxes used
in pipe ends that must be removed prior to use of the pipes.

4. See Footnote 2.

5. Regardless of whether the substance is manufactured/imported at a quantity of 1 tonne per
year, if the substance is contained in an article at a final concentration of 0.1 % (w/w), no
further action under REACH is required.

6. Even if the substance is not intended for release under normal and foreseeable conditions of
use, if there is a possibility that the substance may be released during disposal or misuse,
further action (see Footnote 7) may be required.

7. Although notification to ECHA or internally via the MoD is not required, the recipients (DU’s) of
the article should be contacted in order to supply them with instructions on safe use and
disposal.

8. Natification is different from registration (Article 7.2) and requires the following;
The identity of the manufacturer or importer of the article;
The identity of the substance.
The classification of the substance.
The estimated quantity of the substance.

The list of recipients, including their contact details.
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7

GUIDANCE FOR DOWNSTREAM USERS

For the first time in European Chemical Legislation, REACH imposes obligations on
Downstream Users (DUs). For a DU to continue using a substance in a given way, they
must ensure that their use is included in registration, otherwise that use will not be covered
by the legislation. Flowchart 6 presents guidance for DU’s through the processes required
for contacting suppliers regarding their preparations for REACH. This process should be
used only where the MoD is a DU of a substance where no exemption has been
sought.

Flowchart 6 — Guidance for processes a DU needs to carry out to seek assurance
from suppliers regarding their intentions to pre-register and register chemical
substances under REACH.
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Footnotes for Flowchart 6:

1. Itis essential to contact suppliers of your products to seek assurances that they will not be lost
from the market due to REACH, whether at the pre-registration or full registration stage, in order
to prevent loss of supply.

2. DE&S have supplied all DG’s and IPT’s with a standard questionnaire and covering letter to be
sent to suppliers. The questionnaire is designed to seek all the information needed to assess
the REACH readiness of suppliers for specific substances. Once a response is received it will
be up to the individual IPT’s to decide on any further action to be taken (e.g. pressing supplier to
conduct registration, seeking an alternative supplier or product).

3. If a supplier does not manufacture certain substances used in their products, it is essential to
know whether confirmation of continued supply has been sought up the supply chain. If your
supplier has not carried out any such investigations, be sure to press them to do so or seek an
alternative supplier who can confirm that all the components of their products will be registered.

4. A supplier should at least know if they plan to pre-register a substance and if they do not it is
advised that you seek an alternative supplier or product. Many suppliers may have yet to
decide upon full-registration, given the cost and resources involved. Where a supplier will not
yet commit to full registration, ensure to monitor the situation leaving time to switch supplier or
product prior to the registration deadline. Where a supplier is unsure regarding pre-registration,
be sure to remind them that pre-registration is free and does not require much information and
this action will keep their product on the market until the relevant full registration deadline.

5. Generating exposure scenarios is an integral part of the Chemical Safety Assessment, and
ensures that the risk and hazard assessment has been conducted for all potential routes of
exposure of the substance to humans and the environment. A manufacturer or supplier may
request DUs to contribute to the generation of an exposure scenario to include in the
Registration Dossier, or may request you to describe your use of the substance so that they can
carry out the task.

DUs should communicate with their suppliers as soon as reasonably practicable to seek
assurances regarding the pre-registration and registration of chemical substances
contained in their products. A supplier that manufactures the substances used in their
products should be able to inform a DU at least whether he intends to pre-register a
substance, and in many cases their intention regarding full registration of a substance.

Where a supplier sources chemical substances externally, he must also seek assurances
from other parties up the supply chain, regarding the continued supply of the substance(s)
after the forthcoming REACH deadlines. When contacting a supplier, the DU should also
enquire regarding whether these similar assurances have been sought from their supply
chain.
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Another important piece of information to request from suppliers is whether they expect
you, the DU, to contribute to generating exposure scenarios where relevant during
registration. Ensuring that a specific use is covered by registration is essential.

ARTICLES OF THE REACH REGULATIONS FOR WHICH EXEMPTIONS ARE
APPLIED

This section of the Guidance Document provides a list of Articles from the REACH
Regulations for which an exemption application may cover. Note that not all of the Articles
may apply to each specific exemption application.

Articles of the REACH Regulations for which exemption may apply when
manufacturing or importing a substance considered Defence Sensitive

Article 5 — No data, no market

Article 6 — General obligations to register substances on their own or in preparations
Article 7 — Registration and notification of substances in articles

Article 8 — Only Representative of a non-Community manufacturer

Article 10 — Information to be submitted for general registration purposes

Article 11 — Joint submission of data by multiple registrants

Article 12 — Information to be submitted depending on tonnage

Article 13 — General requirements for generation of information on intrinsic properties of
substances

Article 14 — Chemical safety report and duty to apply and recommend risk reduction
measures

Article 17 — Registration of on-site isolated intermediates

Article 18 — Registration of transported isolated intermediates

Article 19 — Joint Submission of data on isolated intermediates by multiple registrants
Article 20 — Duties of the Agency

Article 21 — Manufacturing and import of substances

Article 22 — Further duties of registrants

Article 23 — Specific provisions for phase-in substances

Article 25 — Objectives and general rules
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Article 28 — Duty to pre-register for phase-in substances
Article 29 — Substance information exchange fora
Article 30 — Sharing of data involving tests

Article 31 — Requirements for Safety Data Sheets

Article 32 — Duty to communicate information down the supply chain for substances on their
own or in preparations for which a safety data sheet is not required

Article 33 — Duty to communicate information on substances in articles

Article 34 — Duty to communicate information on substances and preparations up the
supply chain

Article 35 — Access to information for workers
Article 36 — Obligation to keep information

Article 37 — Downstream user chemical safety assessments and duty to identify, apply and
recommend risk reduction measures

Article 38 — Obligation for downstream users to report information

Article 39 — Application of downstream user obligations

Article 40 — Examination of testing proposals

Article 41 — Compliance check of registrations

Article 42 — Check of information submitted and follow-up to dossier evaluation
Article 43 — Procedure and time periods for examination of testing proposals
Article 44 — Criteria for substance evaluation

Article 45 — Competent authority

Article 46 — Requests for further information and check of information submitted
Article 47 — Coherence with other activities

Article 48 — Follow-up to substance evaluation

Article 49 — Further information on on-site isolated intermediates

Article 50 — Registrants’ and downstream users’ rights

Article 51 — Adoption of decisions under dossier evaluation

Article 52 — Adoption of decisions under substance evaluation
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Article 53 — Cost sharing for tests without an agreement between registrants and/or
downstream users

Article 54 — Publication of information on evaluation

Article 56 — General Provisions (Authorisation)

Article 57 — Substances to be included in Annex XIV

Article 58 — Inclusion of substances in Annex XIV

Article 59 — Identification of substances referred to in Article 57
Article 60 — Granting of Authorisations

Article 61 — Review of Authorisations

Article 62 — Applications for authorisations

Article 63 — Subsequent applications for authorisations

Article 64 — Procedure for authorisation decisions

Article 65 — Obligations of holders of authorisations

Article 66 — Downstream users

Article 67 — General Provisions (Restrictions)

Article 68 — Introducing new and amending current restrictions
Article 69 — Preparation of a proposal

Article 70 — Agency opinion: Committee for Risk Assessment
Article 71 — Agency opinion: Committee for Socio-economic Analysis
Article 72 — Submission of an opinion to the commission
Article 73 — Commission decision

Article 112 — Scope (Classification and labelling)

Article 113 — Obligation to notify the Agency

Article 114 — Classification and labelling inventory

Article 115 — Harmonisation of classification and labelling
Article 116 — Transitional Arrangements

Article 138 — Review (Transitional and final provisions)
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