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CSCL REACH

(Chemical Substances Control Low) (Registration, Evaluation, Authorization,
and Restriction of Chemicals)

Annual reporting of exposure information | Registration of hazard and exposure

(Production, import and usage) of all information of all chemicals.
chemicals.
Risk assessment by the government. Risk assessment by industry.
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Exposure target
(Receptor)
Humans
via environment O O
_ (Part D, R12,R16)
Environment (EUSES)
Worker — O (R14)
Consumer — O (R15)

IIATEGEA RSB B RS




Wit mEEEE s —

Contents

Comparison of CSCL and REACH
Risk assessment flow under amended CSCL

Screening assessment (Tier 0)
Risk assessment (I) (Tier 1)

IIATEGEA RSB B RS




Pre-marketing After marketing
B - Low risk

New chemical * Low risk
substances D Low risk e
U e e e, | I
: 1 | Class Il !
Generic | o !
| Specified |
Chemicals | : i
L > — —» Chemical
(Existing Screening ! ! Risk ! Substance |
' ‘assessment! ' ! i
cI:e;nlcals Prlority Risk assessment | |
etc. Assessment %assessmentg (1) | i
Chemical () : :
: i Substance | i
i i
~,Low risk i (PACS) i :
Sc reening , S e :
assessment i i ! i
. ; ! . ! I i
1 ! I I
| ! I i
: i ! !
Persistent and i Persistent and : : !
Highly Bio- . Highly Bio- l ! i
accumulative i accumulative | | |
: ! ! i
1 ' | I
““““““ A i N @ E Y i
. . . | s i
Monitoring chemical i Specified :
substance > Chemical |
: Substance !

ﬁ
= =0
I TECE AR e i E i B AR S




] *"“‘f tf%g%ﬁtlﬁ —

2-2 ERNDIRE!

RIEEFEICEITARFIBEDHIMD=HD ) AV L. ENEEZLoTITL.
ZD-HOEHRIEERIT. BEXRMICEIFERENIT

Manufacture/
Import volume,
Detailed UC
Fraction of tonnage
to region

Manufacture/
import etc.
regulated

SIDS data,
exposure
information of DU

Toxicity data
(long-term

Manufacture/
Import volume,

[elBeR) Use Category

toxicity test)

Low risk

Y
Y
A\ 4

Direction
of toxicity
study

UC: Use Category
DU: Down stream user

sjeslway) dlauan
(1
JUDWISSISse YsIY
(1)
JUDWISSOSSe XSy

juawssasse 8U!U33JDS

IIATEGEA RSB B RS




jn|ﬂe3 AOV)—= sl &) A% .

O B & B78 5 (Tiered approach)

Generic Chemicals B *-/-f) :;j’;%
YR T
eI YRR E1ED
| R e % %E@L%Fﬁ’h?ﬁ”@

Screening Assessment FREpEoEE 0 LVeEs
 FEMICTREIE
Priority Assessment WSSD20205 B 1R
Chemical Substances T H &ﬁ_@#%m ________ |

LT s ety

Risk Assessment Il iy

@I Specifi;j W

~2010/07/02 R TEGE N R TR




-
o o

Generic Chemicals

‘ Screening Assessment |

Priori yAssessmernt
Chemical Substances

Risk Assessment(l)
Tier 1

Tier 2
Tier 3

‘ Risk Assessment (ll) |

CLlass 1l Specified Chemica

MER

I fES
BiRE

IIATEGEA RSB B RS



Contents

Comparison of CSCL and REACH

Risk assessment flow under amended CSCL

Screening assessment (Tier 0)

Risk assessment (I) (Tier 1)

WITRAA NP RS



:}nl te 9 | EZ'K A4 7 Y % A 77_ N e o)

)R RAT) -

« ECETOC TRA Tier O risk matrix (TR93,
p.18 table7)

Hazard )
potential Exposure potential
Minimal Low Medium High
Low immt;iate imm'ZZiate High tier High tier
RA RA
concern concern
ngh tier High tier High tier
Medium |mmed|ate RA RA
concern
High tier . .
High tier High tier High tier
High RA
RA RA RA
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(risk matrix)
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Persistency Human health Environment
* Repeated Dose Toxicity - Ecotoxicity (Algae
. - * Reproductive Toxicity . ’
* Biodegradability . . Daphnia, fish)
* Mutagenicity
* Carcinogenicity
Production/import
volume, Use R-phrase
category
_________________________ -
Hazard class
Emission in Japan 1 2 3 4 5
oo (Estimated)
pressure, |'><|'| 1
o —
Annual 8 2 n M ﬁll_\l/}gg
production c 3 n M L . edium
volume § L: Low
3’—, 4 M L L
@ 5 No need for assessment
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The Assessment

& Environmental
distribution
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& Environmental
distribution
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ASSesSment expressing the risks on geographical basis
Region A
" Production | ucoi / uco1 / uco2 |/ ucoz2

—: Y TSAF—>

M URINBESNSEE
p: production

f: formulation

u: Industrial use
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Use for the Monitoring chemicals
@ (approx. 1,600 use pattern)
T
K3

Inventory for the Exiting chemicals

F| Glossaries for Japan Industrial Standard

i

T4 Technical term for Industries

OECD Canada, CEPA, CMP

HPV program Functional Use code

EU Use category U.S. TSCA. IUR
U.S. ChemUSES Industrial Function Category

HPYV: High Production Volume
CEPA: Canadian Environmental Protection Act, CMP: Chemical Management Plan,
TSCA: Toxic Substances Control Act, IUR: Inventory Update Rule

Japanese
Use Category

49 Use categories
280 Sub Use categories
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Water Solubility (mg/L)
Sub =10 10~ 100~ 1000~ =10,000
uc 100 1,000 10,000
a 0.02 0.02 0.05 0.05 0.05
b | 01 | o1 | o1 | 01 | 01 |
a 0.5 0.5 0.75 0.75 0.9




o s,

v
B

£ 14 #

o
: 7 gl SR
T | MR
'S:I\ e :"’
BEBLLY—
) S

TR :

FBM—ERODZTFIO—

oy
an

TGD
A-table ()

TGD
A-table

WA
U FRi& 53 48

o 4y B
HEH R —E R 2B 51t

WITRAA NP RS



e

jnlte N trmEEET 5
4-3—-v) b. EU-TGD A-tableMb DX E

]
. EU-TGD EU TGD A-table(3)
;ﬂ;ﬁ i A-table KiEA~D Bk (ER)
D 1 - 8 - kY = N~T:7:
an &S 8 HAA2SE % 4 B Y KIERE  (mg /L)
(#)
N8
. ", 1,000~
a—F Table |MC/Type |Conditions <10 10-100 {100-1,000 " 0 =10,000
SR F SRAFYH |, TS5RF . _ .
27 Z;];:(Eaétjﬁ?]\j7xalj7/ﬁm%]~7077\7'J o |RBEEH (T5xFvy. AREE. AR Sam A3 [TA 0.0005| 0.0005| 0.0005] 0.0005| 0.0005
b |ERKiEH A311 [T A 00005 0.0005| 0.0005| 0.0005 0.0005
o a4 A1l |IA uc=47 0.001 0.001 0.001 0.001 0.001
o g (B LR A1l |[IA uc=49 00005 0.0005| 00005 0.0005 0.0005
P L r— A3l |IA uc=20 00005 0.0005 00005 0.0005 0.0005
A P A3l |IA Additives 00005 0.0005] 00005 0.0005 0.0005
. A3l [IA Additives 00005 0.0005] 00005 0.0005 0.0005
b e Fm A1l |IA Additives 00005 0.0005| 00005 0.0005 0.0005
e T A1l |IA uc=227 00005 0.0005| 00005 0.0005 0.0005
i Ishamma s A3.11 VA uc=6 00005 0.0005] 00005 0.0005 0.0005
K seam. SUh LR A3l |IA Additives 00005 0.0005] 0.0005| 0.0005 0.0005
I T Sy N ——— A311 VB uc=43 0.00005| 0.00005 0.00005| 0.00005| 0.00005
" BeHl, ZERI(FRPAT®/Y—%) . EE0F #B% |A311 |VB uc=43 0.00005| 0.00005| 0.00005 0.00005| 0.00005
&, B EBAAE
o B A311 VB uc=43 0.00005| 0.00005 0.00005| 0.00005| 0.00005
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Published OECD ESDs series:
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Series No.

1, Guidance Document on Emission Scenario Documents

ENV/IM/MONO(2000112 (2000)

Series No.

2, Wood preservatives, (joint project with OECD Biocides

Programme),
Part 1 ,Part 2, Part 3, Part 4 (2000)

Series MNo.
Series MNo.
Series No.
Series No.
Series No.
Series No.
Series No.
Series No.
Series MNo.
Series MNo.
Series MNo.

3, Plastic Additives (2004, revized 2009)

4, Water Treatment Chemicals (2004)

5, Photographic Industry (2004)

6, Bubber Additives (2004)

7, Textile Finishing (2004

8, Leather Processing (2004)

9, Photoresist Use in Semiconductor Manufacturing  (2004)
10, Lubricants and Lubricant Additives (2004)

11, Automotive spray application (2004)

12, Metal finishing (2004)

13, Antifoulants main document and ANMNEX (2005)

(joint project with OECD Biocides Programme)

Series No.

14, Insecticides for Stables and Manure Storage Systems (2008)

(joint project with OECD Biocides Programme)

Series No.
Series No.
Series No.
Series No. 18, Insecticides, acaricides and products to control other arthropods

15, Kraft Pulp Mills (200&)
16, Non-Integrated Paper Mills (2008)
17, Recovered Paper Mills (2008)

Emission factor for Service life stage

BECHA

Guidance on information
requirements and chemical safety
assessment

Chapter R.16: Environmental Exposure
Estimation

sy 1‘-' .‘

for household and professional uses (2008)

(joint project with OECD Biocides Programme)

Series No.
'service-life”

19, Complementing Guideline for Writing ESDs: The Life-Cycle Step

[MEW; July 2009]

Series No.
Series No.
Series MNo.

2009]

Series MNo.
Series MNo.

20, Adhesive Formulation [NEW, April 2009]
21 Formulation of Radiation Curable Coatings, Inks and Adhesives

Draft Version 2.0_23.10.09 )

Guidance for the implementation of REACH

22 Coating Industry (Paints, Lacqguers and Varnishes) [NEW; July

http://guidance.echa.europa.eu/guidance4_en.htm

23 Pulp, Paper and Board Industry [NEW': July 2009]
24 Transport and Storage of Chemicals [NEW: July 2009]

http://www.oecd.org/document/46/0,3343,en_2649 34373 2412462 1 1 1 1,00.html
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Hypothetical emission source

Manufacturers
. /Importers

’
!
|
|
|

________________________________________________ Total tonnage
Region A for UC#01-a in Region A

Use Category01

. Sub UC #a

. Hypothetical m
. Emission

Sources

Number of actual down stream users
is unknown under amended CSCL (Tier 1)

V
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(REITHHHROHFHERRBENFHROBHEIY/NSLELH=H)

IIATEGEA RSB B RS




3nlte 4-3-vii) HE-

HEDHEETAE (EU-TGD), ... .

EUEETOHEE

X 10%

UBADBLBETH LS

IC,UCRI B R El &

A-table: HEH R

i

B A h A E TS
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IATEGEARmFHB T S



:}nlte 4-3—vii) BEL

= DHERT A E(C SCE}#@%@@@—

BARZETOHEE HNEEXCLDHEEE

#RIE T IR AN 5 A

@& Al BEE S

A 4

RO EER RA FlAER H=E

[BFH R —ER]

&+l PR 5358 5 Bk Hh % 3%

[BFH R —ER]

SIS B PE D BEH R %K

{5 48 B 7 5k HH TR
EROERE R A &+ AR B =

E RO EEE XA
HFHﬂ%

@@

BIATEUE ARG TS




4-3—viii) BEH % ?&@*ﬁ_ﬂf ft?-%ﬁ%@tﬂ—

(Validation)

100000 -~ -
10000 N A - * . —<— PRTREHE BB H+BH I -BEIF) |
5T - - |- AR E T
1000 \ /\/ |
100 \
4
:2 10
"
0.1
0.01 ‘\
oon | PRIREEHEZ TRILGVHHE BEHfREBO ET D2 |
| EUERIFRIZ1I~1,000ZEEDREICINES (HEHE#H) LT 5H62E
0.0001

PRTIRMZME & F_REXXIFE=RERILFEYE

HEH R (F19) TOHEEHEH B LPRTRIFH B O LR
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CEYMEEEE S —
¥HFE N—R[ZLI=F% R=RIZLIE=FEZOHBE ARAX—LTEELI-A
_ IC, Life-stage, UC, MC, ML RFDILE | BEFMLFVHEORENCRIL(51727-Y, AR, HE
BEHH EHEET EU-TGD®A-table %H)O)Eﬁﬂllw#FtHi%#t%’?t}bbﬁE-Ei(A— E2HER) DA CTHEHBRBZRIRTEZSRICHELE
table
REIBET N THITN—LETNO/NFA—S | BEHHEZ LR 5 HE1~10km(1kmZl#)1)7 F
K& hREHET | EU-TGD. E-FAST DT 74 IWIREICEIFHREHISI100mibADRE | BEICEHRETIREEBARDIREH(105FE5 #9800 5
HEETERR K MDYV kY EH
3 HFREOEMHELE - EHXBERARICLIFENR s MDA FELEREDRE
xepne | AETLSHTIBOMIRL | 53 Eog i tRIASRKRO-ARER: | - AABRUATEOREAERE, FHENLEE
ARBIRER EVEQFE ’ ADSEEH(105 548004 S5 DY3ab-Yavi= & Y #
¢ H
- & . B COXRSHEH - LE— ik E — T ERMEK B RO S D IEREEEE., I EHDORTESE
TEPREHER | EU-TGD <. RN BEMEERHICRASL0
R —_— ERNICIHEENERHBEAETRTEABR | BAOTANARORMNEHIH RO SHET I+ L MEE
e EU-TGD. E-FAST A T, EU-TGD TIZ BB EA D& LHEKEZ B BE
TAAMESES HBENRSTAGEFANEVSRBTOMN | AD, SkBREA, TRLEEAISOAIFRELAE
SNkmgE | EFAST Kb BEEFEMA-ATHHTIBHR DiEI-Ei#
3 - = _ tEMEHHEFFRECRTEMAFRITEVLD AN —BEROFREEZ10ELT(EVER) LETIAHILNR
4. AR RERH | EU-TGD F A LB IRE(£100 i B X 1068
ER R EU-TGD Kb EERPHMRREDHETHE BROHBYRSHEFORIMEAADT 74 LHEIR
Briggsi> D 75 ;A (LIR#E ) TR FZERICKIBEHSDIERFBMTSCFEE | TIELEMH : TSCFDIogKowd TEFHIE THIR
Trappb D HE(RKRAH R EE ADBHEFRBMSCF(LVTFhblogkowtDHEBRXND | KEHAEER TrappoDEERICLD LBEZREE
#h EERD #8) HEERTEDLELILD EVMOEIEIREEE)
BEYRRE McKone> D7k AEEBH: KSDOHRAERUVHFRENMN OBHER
(KRR FRELER) BHLHRETHED
(EU-TGDZ4ER)
A N TIEREKI S T EED R EDA~DBRRERE - BRI DlogKowD SE Hiis CHIlEE
B ORE | OnseEiy (RCP) £logkow DIEEIR AN BT B 40 BEMEREA~DHEEEE
Travisb O H ik WH-KE- TENSEEM~OBRBEMBTF (B | HEIR Dlogkow DB THIR
BEDPEE (EU‘LTGD MNSEMIZ ) MDBCFIZ4H%Y) ZLogKowsDHERER A DR T SE
' 1))
g pap——— EU-TGDE KBS E MBS EERITEL0 #L
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4-4-v) RFEIRE

(Exposure factor)

£ BH B fif CSCL REACH
(Tier 1) (EUSES)

ADAKRE (Body weight)

K& (Inhalation) m3/ d 20 20

87 %1 7K (Drinking water) L/d 2 2

%8 (Fish) kg/d  0.0014 (fresh water)  0.115
0.0439 (sea water)

ih £ #B = YE¥)(Leaf crops) kg/d  0.0188 (protected) 1.2
0.0159 (exposed)

T EREEY (Root crops)  kg/d  0.0073 0.384

2|3 & (Dairy products) kg/d  0.0006 0.561

4 (Meat) kg/d  0.0003 0.301

KB EBKBOABIEDOIERZRXR S (ZFEAEOREOEREIIFENMNTLDS)
« TS (CSCLTIIMt EEERMEMELD)IZ DT, REIZBSLEUVKEE Fprotected X 73
@ma%iém%

4 (intake rates for home-produced

broducts)Z 1T XB A EE Y IE ELTHIA
ﬁjﬁﬁﬁsﬁ)\%nnnﬁﬁﬁﬂqﬁﬁﬁﬁ
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RIEEERICHITH) A M T,

vV IIRIEERORIAMGANBRIRY ERBVRIZFMET S

v BREREEMmFEZRAL. REFMICAVSIBERIIFRRICIEZS

v REiHMiiIZFAL b Use descriptor(X. Use categoryD & T#H 5

VAR TG UEEMD Y T4 F—2 % T 5

VU ITSAFI—V DN TETCOREBREZEINEONEEFEHLGFTMDBRTRED
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