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TOPICS COVERED

1. Who is a Downstream User (DU)?
v Definition of DU
v' Definitions relating to DU

2.  What must a DU Do?
v' Safety Data Sheet (SDS)
v' Exposure Scenarios (ES)
v' Chemical Safety Reports (CSR)

3.  Comparing a DU’s *“use” to an Exposure Scenario:
v' Checking compliance with the ES
v' When a ‘use’ is outside the ES

Authorization

Restriction

Information for Downstream Customers
New/Additional Information
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DEFINITION OF DOWNSTREAM USER

A Downstream User 1is:

1. Natural/legal person established within the Community,
2. who uses a substance, on 1ts own or 1n a preparation,
3. 1n the course of his industrial or professional activities.

REMEMBER: The DU is someone other than the
“manufacturer” or the “importer”:

— Manufacturer: means any natural or legal person
established within the Community who manufactures a

substance within the Community;

— Importer: means any natural or legal person established
within the Community who 1s responsible for import;
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DEFINITION OF DOWNSTREAM USER

If a representative is appointed by a non-Community
manufacturer the importer(s) within the same supply
chain will be regarded as downstream users.

* An exempted re-importer exempted 1s regarded as a
downstream user.

Distributor: any natural or legal person established
within the Community, including a retailer, who only
stores and places on the market a substance, on its own
or 1n a preparation, for third parties;

* A distributor or a consumer 1s Ot a downstream user.
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WHO IS A DOWNSTREAM USER?

Manufacturer

makes titanium dioxide
I

/ Downstream users \

v
Formulator

uses the titanium dioxide to
make a pigment paste
Formulator
uses the pigment paste to
make paint

A A

Industrial user manufactures Professional user
a window and applies the Painter who applies paint to a

K paint to it window in a house /

A 4

Consumer

Re-paints his Not a downstream user
windows
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Definitions Related to Downstream uUsers

*Actors 1n the supply chain: means all manufacturers and/or importers
and/or downstream users in a supply chain.

Identified use: means a use of a substance on its own or in a
preparation, or a use of a preparation, that 1s intended by an actor in the
supply chain, including his own use, or that is made known to him in
writing by an immediate downstream user.

*Supplier of a substance or a preparation: means any manufacturer,
importer, downstream user or distributor placing on the market a
substance, on its own or 1n a preparation, or a preparation.

*Recipient of a substance or a preparation: means a downstream user or
a distributor being supplied with a substance or a preparation.

| STEPTOE& JOHNSON s




WHAT MUST A DOWNSTREAM USER DQO?

Check information from your supplier (safety data sheet, exposure
scenario or other) to make sure your use 1s safe.

l

Check that you comply with any restrictions or authorisation
conditions.

l

Pass relevant information on hazards, risk management measures to
your supplier.

l

Pass information to industrial and professional customers on safe
use.
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« DU will receive an safety data sheet (SDS) from a supplier when:

— A substance/preparation is classified as dangerous; or

— A substance 1s persistent, bioaccumulative and toxic (PBT) or very persistent
and very bioaccumulative (vPvB) (criteria in REACH Annex XIII); or

— A substance 1s included in the list of substances subject to authorisation (for
a reason other than either of the above two).

« A SDS may be requested from a supplier when a preparation is not dangerous,
but contains:

— 1in an individual concentration of > 1 % by weight for non-gaseous
preparations and > 0,2 % by volume for gaseous preparations at least one
substance posing human health or environmental hazards; or

— 1in an individual concentration of > 0,1 % by weight for non-gaseous
preparations at least one substance that i1s PBT or vPvB (criteria set out in
Annex XIII or has been included for reasons other than those referred to in
point (a) in the list of substances subject to authorisation; or

— a substance for which there are Community workplace exposure limits.
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(a)

(b)

(c)
(d)

Any supplier of a substance/preparation who does not have to
supply a SDS must provide the recipient with the following:

the registration number(s), if available, for any substances for
which information 1s communicated under points (b), (¢) or (d);

if the substance 1s subject to authorisation and details of any
authorisation granted or denied in this supply chain;

details of any restriction imposed;

any other available and relevant information about the substance
that 1s necessary to enable appropriate risk management measures
(RMM) to be identified and applied including specific conditions
resulting from the application of section 3 of Annex XI
(Substance-tailored exposure-driven testing)
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* A chemical safety assessment (CSA) must be performed and a
chemical safety report (CSR) completed for all substances subject
to registration in quantities of 10 tonnes or more per year per
registrant.

* A CSA does not need to be performed for a substance which is
present in a preparation if the concentration of the substance in the
preparation 1s less than the lowest of any of the concentrations

provided in Art. 14(2)

» [f the CSA shows that the substance meets the criteria for
classification as dangerous in accordance with the Dangerous
Substances Directive or 1s assessed to be a PBT or vPvB, the CSA
must include an exposure assessment with resulting exposure
scenario (ES).
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DU should:

1. Identify the substances and preparations used in their
industrial processes.

2. Ask their supplier whether they have already established
use and exposure categories/exposure scenarios for the
substance/substances in preparations that they supply.

« DU may also check SDS provided to them to see whether their
uses are already covered in the SDS.
3. If their uses are not yet covered, DU may provide to their
supplier information to develop an exposure scenario/use
and exposure category.
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CHECKING COMPLIANCE WITH &

In the next

 EXPOSURE

Exposure scenario
annexed to SDS
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: } No Conditions
» Own use identified? » Own use undesirable? & £
* N OI use
Yes tside ES
Check all processing A %
steps are covered
v .
Are all processing | NO I?lfferent CHPOSUTES Yes
Y ——— » likely from missing
Sl : steps?
Check operational | No
conditions of use Yes
v Does
Are own operational | NO Check whether exposure
conditions covered? | overall exposure ” exceeds
Ves 3 : exceeds ES £S?
A °
Are own operational
" No
conditions covered?
v
Are own operational | NO

conditions covered?

Yes




CONDITIONS OF USE OUTSIDE SUPPLIER ES

After checking compliance with supplier’s ES

———

Use or conditions of use not
included in supplier ES
v
Do you wish to keep using the No Substitute substance or
substance? . change process
Yes |
Yes Do you wish your use to
remain confidential?
No v :
Might your supplier be Yes Identlfy youruse to the
s . > supplier and request in —>-
willing to include your use? ety s T Tk
No
A 4 . .
Do other suppliers exist? e, Searc:pf)(ﬁczlgglllzesr with
No |
Carry out a downstream user R | Guidance -
] CSA | RIF 35 | onCSR
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 When can a supplier refuse to include my
use?

* They are not obliged to include the use 1n
the ES 1f:

1. They choose not to sell to the DU; or

2. They conclude that it is not possible to develop
an ES for a given use for reasons of
environmental or health protection.

* If1t1s because of 2, the supplier must report
it to the Agency.
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A DU does not need to prepare a CSR in any of the following cases:

(a) a SDS is not required to be communicated with the substance or
preparation

(b) a CSR is not required to be completed by his supplier in accordance
with Article 14;

(c) DU uses the substance/preparation in a total quantity of less than 1
tonne/year;

(d) DU implements or recommends an ES which includes as a minimum
the conditions described in the ES communicated to him in the SDS;

(e) the substance is present in a preparation in a concentration lower than
any of the concentrations set out in Article 14(2);

(f) DU 1s using the substance for the purposes of PPORD, provided that
the risks to human health and the environment are adequately
controlled in accordance with the requirements of legislation for the
protection of workers and the environment.
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CHECKING COMPLIANCE WITH AUTHORIZATION

Y our substance is subject authorization. el
r compliance with
Yes supplier’s ES

A 4

Is own use exempted?
No v

Document exemption

Compare authorised uses and
conditions of use with own use Document
i » adequate control of
Own use within authorisation Yes OWn 15¢
ST Take note of time
No_y limitations or other
Yes | Modifying use conditions R conditions of the
possible? Risk authorization
No § » adequately 7
Yes Modifying own RMM No Communicate
possible? relevant
information
. Assess situation with downstream if
. modified parameters required

You may use the substance
until the sunset date
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CHECKING COMPLIANCE WITH AUTHORIZATION

* What do I do 1f no suppliers have applied
for and receive an authorization for my use?

— Inform your supplier and ask him to apply for
the authorization;

— Combine forces with other DU who need
authorization for the same use; or

— Coordinate with your customers who depend on
the product you make.
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CHECKING COMPLIANCE WITH RESTRICTIONS

Substance subject to restrictions

A 4

. Y
Is the use prohibited in Annex XVII? =

No

y

Use substance only according to
conditions of restrictions
y
No

Is it possible to meet conditions?

Yes

A

Document compliance with
conditions of restrictions

A

Communicate relevant information
downstream if required
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INFORMATION FOR DOWNSTREAM CUSTOMERS

Substance/
Pass safety data
prep. is used Is a new safety data | No Y
: > sheet on to

to formulate sheet required?
a preparation .

p Yes

A 4
Is the preparation classified No | Canan SDS be requested | No _ Provide info
dangerous? under Art. 31.3? according to Art. 32
Yes }

Yes Information
according to Art. 32

A

\ 4

v : Label including all
Is the preparation sold Yes| Prepare sufficient RMM registration and
the prep » info on RMM to > . : > 5 ..
exclusively for consumer use? ensure safe use information authorisation
numbers
No

STEPTOE&JOHNSON ur



INFORMATION FOR DOWNSTREAM CUSTOMERS (2)

|

Prepare an SDS b '
according to Annex II )
s R S0
Collect documentation on all

components of the preparation

A 4
List all registration numbers
communicated to you in

Section 3 of the SDS

A

Check if dangerous substances v Document and
.. Dangerous substances es :
are present > limit values of > below limit? » disregard for further
Art. 14.2 : process
No
¥ A

Merge info Document that

from SDSs substance remains
under threshold
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INFORMING SUPPLIERS OF ADDITIONAL/NEW

INFORMATION ON HAZARDS

Compare information with that in
the SDS or other information

A 4

Is your information different to that
in the SDS or other information?

A

No

Yes

\ 4

Inform supplier of new information

A 4

Report to Agency if DU
classification is different from
suppliers
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Consider implications
for own SDS

|

——

Go back to
Information for
downstream
customers
flowchart.




Thank you
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