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About us

tsg

tsg

Regulatory and science-
based services for the
chemical, biotechnology
and related industries

Experts in:

-

-

-

Toxicology
Chemistry
Biology &
microbiology
Entomology
Agronomy
Environmental
studies

Public health
Public policies
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Scientific and

regulatory support

To excel in the provision of scientific,
regulatory and registration services to the
chemical and related industries

Established in 1990
100+ staff globally

Core values:

- Honest

- Reliable

- Professional

14 offices:
Europe, North
America,
China/Hong Kong
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European offices

» National approvals
throughout the EU

« Liaison with regulatory United Kingdom
authorities

« Scientific and
regulatory support

* Regulatory and
technical professionals
in all offices

* Full pan-European
dossier coverage

Countries coordinated from

the following offices

B France Spain

B Germany B UK ol
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US and Canada offices

 Federal and state services

 Liaison with regulatory :
authorities ~ A,
Sacramento, CA T

« Scientific and regulatory

support
Ottawa, ON

Washington, DC

B TSG North American offices
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Substance identification — the importance of getting it right
Substance definition and ECHA guidance

Learnings from REACH

Consequences of incorrect substance identification
Improving the substance identification process under REACH
What does it mean for BPR

Importance of consistency of approach between BPR, REACH
and CLP

Two compositions the same or not
How to get your substance identity right!

CACUCEWENTS
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Substance identification — the importance of
getting it right

* Defines the scope and basis for the BPR dossier

« Ensures that a single substance is covered

 Establishes the appropriateness of the hazard data

 Important for clear hazard and risk communication

* Establishes whether two (or more) compositions are the same (or not)

* Facilitates data sharing
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Substance The Biocidal Products Regulation (BPR) — Article 3(2) — defers to the
definition

REACH definition

Article 3(1) of the REACH Regulation and Article 2(7) of the CLP
Regulation state:

“Ssubstance: means a chemical element and its compounds in the
natural state or obtained by any manufacturing process, including
any additive necessary to preserve the stability and impurity
deriving from the process used, but excluding any solvent which
may be separated without affecting the stability of the substance or

changing its composition”
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ECHA guidance on substance identification

« Guidance on the BPR: Volume | Identity/physico-
chemical properties/analytical methodology (Parts

A+B+C)

» Section 2.5.2 defers to REACH and CLP guidance

* Primary guidance is ECHA guidance for
identification and naming of substances under
REACH and CLP

« ECHA sector-specific support for substance
identification is also available:

» Not official guidance
» Complementary to the official guidance
» Consistent approach to identifying substances

tsg
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Essential oils

Hydrocarbon Complex inorganic
Oleochemicals Essential oils Petroleum products solvents coloured pigments Metals

An essential oil is defined as a volatile part of a natural product, which can be obtained by distillation, steam distillation or
expression in the case of citrus fruits. It contains mostly volatile hydrocarbons. Essential oils are derived from various sections of
plants. The oil is "essential” in the sense that it carries a distinctive scent, or essence of the plant.

Further support can be found through the European Federation of Essential Oils (EFEQ) and International Fragrance Association
(IFRA).

Sectoral guidance for essential oils

The European Federation of Essential Qils (EFEQ) and the International Fragrance Association (IFRA) has published guidance for
characterising essential oils. The limited number of language versions available on ECHA's website is due to the limited number of
essential oil producing member states. Follow this guidance when you are identifying essential oils for REACH and CLP purposes.

RELATED

= Substance identity guidance on essential oils (EFEO website)
= Substance identity guidance on essential oils (IFRA website)
[bal
= Environmental assessment guidance on essential oils (EFEQ website)

= Environmental assessment guidance on essential oils (IFRA website)

[ba (] [es] (] [f] (5] 6]
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Learning from REACH

Importance of substance identification underestimated
» Acknowledged by ECHA and Industry

Over reliance on historic identifiers
» Often inappropriate

Substance identification assumed rather that assessed
» Not always what it was thought to be

UVCB substances present a significant challenge
» Special attention needed

ECHA and industry not always aligned in their thinking
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COnsequenceS » Significant ECHA intervention required to:
Of inCOrreCt > Split and merge joint registrations

Su bStance > Adapt existing identifiers
Identification

« This often resulted in:
» Consortia agreements having to be redefined
> Letter of Access no longer appropriate
» Data sharing agreements no longer legally sound
» New testing required
» Significant and unexpected cost

» Supply chain consequences as a result of new identifiers

tsg © TSG Consulting 2019 a science group company 11



Improving the substance identification
process under REACH

« ECHA and industry more aligned as a result of increased
collaboration

» Sector specific guidance documents developed

» Profile of substance identification raised
O Workshops
0 Newsletter articles
O Meetings

» Early intervention as part of compliance check — informal call
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What does it « REACH, CLP and BPR share the same substance definition

mean fOI’ the « Consequently ECHA substance identification guidance is applicable

BPR to BPR

 Problems seen under REACH to a certain extent will surface under
BPR

 However, REACH, CLP and BPR are different Regulations
» They have different processes
» The scale is different
» The regulated industry is different

» The regulatory administration is different
U Different units in ECHA
U Different level of Member State involvement
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Importance of consistency of approach
between BPR, REACH and CLP

Approved biocidal active substances are considered registered
under REACH

A biocidal substance can also be a general chemical

CLP addresses substances whether reqgulated by REACH or BPR

Principle of hazard assessment and data sharing are the same
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Two « REACH, CLP and BPR do not have a precise definition for

Compositions substance sameness

the same or not « Balance between unnecessary animal testing and correct hazard
assessment

« Two compositions that have been identified with the same
name/identifier are often considered the same

» Relies on the assumption that a common set of rules has been followed
to establish this

« For well-defined substances this is often a straightforward task
 For UVCBs it is more complex

* In some cases UVCB substances that are effectively the same may
have been identified differently

tsg © TSG Consulting 2019 a science group company 15



© TSG Consulting 2019

Getting your substance identity right!

* Review the identity of your substance as soon as possible
* Ensure the rules in the guidance have been considered
 Discuss with parties who have the same substance

» Same substance = same substance identity

» Document/record discussions and agreements
« Engage with trade associations/industry bodies

 Engage ECHA/Member State Competent Authorities when
appropriate
> Inquiry
» Chemical similarity check
» Technical equivalence
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Key takeaways
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Correct substance identification is a critical part of the
regulatory submission

In building your submission, review your substance identity

Get support, particularly in the case of UVCB substances

Ensure you are up-to-date with relevant industry sector
developments

— S S
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Thank you for listening!

steve.buchanan@tsgconsulting.com




European Head Office

Concordia House

St James Business Park
Grimbald Crag Court
Knaresborough

North Yorkshire

HG5 8QB

UK

Phone: +44 1423 799633
info@tsgconsulting.com

tsg © TSG Consulting 2019
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US Head Office

1150 18th Street, NW
Suite 1000
Washington

DC 20036

USA

Phone: +1 202 828 8990
info@tsgconsulting.com
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Disclaimer

Some parts of a report of this nature are inevitably subjective and/or based
on information obtained in good faith from third party sources. Where
opinions are expressed, they are the opinions of the individual author and/or
the relevant third party source and not those of TSG Consulting or its group.
Furthermore, if new facts become available and/or the commercial or
technological environment evolves, the relevance and applicability of opinions
and conclusions in this report may be affected. Accordingly, while this report
has been compiled in good faith, no representation or warranty, express or
implied, is made by TSG Consulting as to its completeness, accuracy or
fairness. Except where limited by law, neither TSG Consulting nor its group
shall be responsible for any actions taken or not taken as a result of any
opinions and conclusions provided in this report and you agree to indemnify
TSG Consulting, its group and/or personnel against any liability resulting from
the same.
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