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C: PBTand vPvE Assessment - R.11: PET/vPvE Assessment
’—> R.12: Description of Uses
[: Exposure Assessment R.13: Conditions of Use (RMM OC)

R.14-18: Exposure Estimation
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R.19: Uncertainty Assessment

- Chemical Safety Report R.20: Explanation of Terms

G: Extension of the SDS
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ol 28
IHE S0l SHeEllis XS SAE = UJ| Aol CSA =0 E22E == ULt
8. ZMEQl CSA Bt=
- Gather and share existing information - i+ Gather existing information '
: » Consider information needs : i on uses, conditions of use.
i * Identify information gaps i emissions and exposure
i » Generate new data/ propose : { » Consider information needs
| testing strategy : ’
S o O o SO ——
| Hazard Assessment | | Exposure Assessment |
"""""" s If classified L
1 | classi
H i i P W S .
| LU R
evi T I or PETIVPVE | v |
| g | | Phys-chem [2] \ | Sapo§ures ! | conditions of
: Information : : | Environment [3] : exposure b 7 : LIOS[]: | use or
Pr—— ] — - sla - | I
; Ceal > | waiving | | Estimation of | 4 ,:,ml:ir:n
—> _—— | Exposure[5] |1 | i
1 GRELNED |+ exposre [ ool | | orscopectEs |
Sl i e urktrigceredtestlrlg S
PBTNPVE
Assessment [4]

Risk Characterisation [6] based on control of risks:

« Human exposure < DMEL or PEC < PNEC

* For non-threshold substances, assess likelihood that effects are avoided
* For PBTIVPVE substances: minimise emissions and exposure

+ Use uncertainty analysis to test robustness of resuits

)
6.Control of Risks?

T

YES
l E

NO —| FNO

* Make Chemical Safety Report (CSR)
+ If substance is classified dangerous or PBT/vPvB, the CSR also
Includes Exposure Scenario(s) describing control of risks by OCs and RMMs
* Implement RMMs for own manufacture or use
« Communicate ES with OCs and RMMs down the supply chain with
Safety Data Sheet (SDS)

Figure A.2-1: Overview of the steps in the chemical safety assessment.

OC = operational conditions, ES = exposure scenario, RMM = risk management measures
DNEL = derived no-effect level, PNEC = predicted no-effect concentrations, PEC = predicted
environmental concentrations.
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Overall Dialogue process
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M/

M/

M/

M/

M/

M/

M/

M/

1.1s CSA
needed?

Yes
v

Finalise registration

Mo —m without CSR

2. Conduct Hazard
Assessment

DMELs and PNECs

|

3. Conduct PBT/VFVE
Assessment

!

4. |dentify uses
in supply chain

}

5. Conduct Exposure
Assessment.
Develop ES(s)

N CaL
—Output ™  pazard part of CSR
.h""'\x_\___/- _\-\h\
Document
" FBT/vPVB
[~ Output -3 assessment
‘“h_,_,/ T
Identified Uses
—Cutput - Grouping of Uses
S _/ -
Initial ESs,
N including ©OCs and
—Output®  Rums. See pt. D
~— / o

}

6. Refine Exposure/
hazard information
and ES.

Adaptations to

assumptions and input
— Cutput to CSA

e

|

7. Final Exposure
Scenario(s)

Document final ES(s)
and expo assessment
— Cutput in CSR

“».L____/f__ T

|

8. Final Exposure
Scenario in SDS

Final ESs
|— Cutput  Documentation in SDS

a - Adapt conditions or
E 7 Co”d't'onsd ES [MI/-F dialogue]
of use covere No—®  or make DU-CSA
in ES? o
‘“ﬂ-_,_,/ =
Yes
. Communicate to MI
10. Additional Receive updated ES
F information on Yes—»  or make DU-CSA
hazard, RMM et —
\“*-\k____/—'_
Mo
Consistent ES
11. Forward ESs to information for
F the DU [ Qutput— preparation
‘k_,_/ ]
12. Conditions Adapt conditions ar
E of use covered no—m ES [F-DU dialogue]
in ES? or make DU—_CS_A
\R_i__/ —
Yes
13. Additional Cor“!munica:e foF
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hazard, RMM eic —
-
No
14. For articles, Sunplier reso_cnsible
i i or information on
E does it contain yves—p  forinf tic
SVHC = 0.1%7 control of risks_
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Mo additonal
No > requirements for
supplier
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