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W OB

BB BT 5 B RIBIS T E AV . — » FE 2006 TG B4 H B PR LA E B
TR 758t (Strategic Approach to International Chemicals Management, SAICM) » #FE5%
ERE L EHEEM L E B E S ALY - RIEE(EEE % S W FEE Ay A e EH
iR - HIREAE 2020 FERIFEEE RS ASEFHEE A R » REA L IRAE
SYyE HEE RN TR ERR RS E E Y ALY E &t 105 4 12 H 28 HEIL
% » (EE BB S G NOESME R AT L LR EH AT S8 L2
BEHTIF  BEEEERE LS EHEERER KB ATRESI " 23KEE
A E R EE & | (2019 GlobalChem Conference & Exhibition) » 3% &5 {4 HHZEE]
{EER T3 %S (American Chemistry Council, ACC) 13 - MG AL A Ry 25 B B ER AL E
AR P S AR - 2 T IR EEYEE H]E | (Toxic Substances Control Act, TSCA)
EAEEEG - B ek B E el ke EE BN - SNV REERR REF LY e
FoTEs b EERE/A = (Office of Chemical Safety and Pollution Prevention, OCSPP)#E1 T3
B » BREIEBERIRREZ RGN - 1t T 2R AN SRR
e P T EMNE B - RSBIEER S RSB ATROR - B FEMZEREGA
TR E &g DIRBEHEN R EHE AT TR P RESTHENTER
ERPREEA S AT - R AR R BRI T SRR R E 275 -
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(B2 B N B AP E R AYERE 2 — » F1F 2006 Fif SRR H B L2 R E
TS 751 (Strategic Approach to International Chemicals Management, SAICM) » 7
ERBRELFEHB LM EHEER ALY Kie b2 mZ e WEF LR E
ap I R E T  HHRETE 2020 FRTHFHEFEE AGEFEERIER R -
TR RS (A B HY) LY E F 105 48 12 H 28 HEIr% @ 2 7HE b
ETEEH TR » {iiE SAICM 5T/ERE " Bz LYY E EBIBRASH | - M 107
4 H 2 HEKTBRE - g2 " Bt R R EEE ) i 108 4
1 H 16 HEEG SN - Rt e EEIE B B B ECRO AR KR » DAss b
EEYEEHER  AXIRES2I " 2RLEE2REHRFHREEE ST , (2019
GlobalChem Conference & Exhibition)#% & 3 4 H 3£ B (L2 T 24 1, & (American
Chemistry Council, ACC) L& £ % /14856 " HIELEYEESIEL  (Toxic
Substances Control Act, TSCAYEH 5=, » A& EIERH & BEHIRT » %%
DIEB RS - BEHLEHREE /T —HERE LR EER LR g
FYNMNHE R R RS (re€ B L2 2 o5 7 WiHliH A= (Office of Chemical
Safety and Pollution Prevention, OCSPP) > FEEAER B AL -
(—) BEPREREZ(CEL R ROTRVIHII A = TR 550  Wask 2019
- 2020 FEF - BRI RG -
(=) Belrshe AAEEE M (LB DA (Toxic Substances Control Act,
TSCAYEFR = ~ SRS TILEYEEH « S5k K baa ol Ve FREU %
;g?giﬂ » BEIRESE ST KR SR RAR AR & ~ TEET G RE B R

(=) HEgHREE (R T EMEUY - SEEE s E L2 A ZE)
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HETEAN AR

ARIOR BFF5T = BERE R i€ BALE 2 2 o5 3t A= (Office of
Chemical Safety and Pollution Prevention, OCSPP) 5z 22111 T & ER(BEE A dH @
S | (2019 GlobalChem Conference & Exhibition, 2019 GlobalChem)z£:4]]
x® 1 R e

1 HETEATHE

A ] 712
108.3.2  Bife - S EM -
108.3.4  ZLidfSH) - LY R EERIEFTIE -
108.3.5  HEH - 5fERBLE SO L B AR gk
108.3.6  JF7EFFa] OCSPP » 1TREfc &= iR ZHF - EE 3 H 7 H (ZERRE) -
108.3.7 b4
Z:7)11 2019 GlobalChem workshop

1.

2.

PR - SRR

PMN workshop B HEE © #LERT (& A ) Fi2E%](Pre-manufacture Notification,
PMN)RESRHH ~ B3 R #H Al (Significant New Use Rules, SNURSs)#R & f7 2 &
A DU T MBS EH]E | (Toxic Substances Control Act, TSCA){EEEY)
BEHE AR -

TSCA HAETRHMLEYEE 7 Fy " BEALEY)E | (Existing Chemicals) &z " #{LE2Y)

& | (New Chemicals) » BEA{EEYE %5515 TSCA {EEYE /EfHTSCA Chemical
Substance Inventory) Z¥7'8 » ARSI ABN R LEEYE -

PHERLA LA R L8 2 B R - HBLE LRI ZHNESE
FiZ/0 90 Higt " EEEH MR A | (Significant New Use Notice, SNUN) - DIFI|SE
B3R (R FH e S [ aEAd A AT T BT S AR A (Significant New Use Rule,




SNURs) » ELFEEH AT F iR Z ZE R & TS -
A LEE

TSCA {LEYVE A HATGEHAEH%Y 86,000 fE(LEYE - AEsCGEIEHEE
25,000 B /4ERSJH 7/ TEI 7 (Chemical Date Reporting, CDR) » 2L FEE B E12E 4 4 4F
JHIA EBER IR B IRV E 25 - (EHEERIE > 2018 FEFRIRE (HE A H
eI (8BS - di AN 408%4Y 45,000 f# -

HERWE

FEARFS TSCA LEYE A 2 E  HELESCE A EIERTZ /) 90 Hig

" BUGHAR | (Premanufacture Notice, PMN) » i EEFER(REFZE - BFEHA
AR ESGED - ZIRANEREEDSGED 30 HIEAhtad: EeE L 2 @Al
(Notice of Commencement, NOC) » SEEJBR{RZNUNE] NOC 1% > FLLEYE R3]
A TSCA {LEVE 5

AR REERRB S AR ST B AT L2 PE (S8 F 2R) < R e R a] iy > FHR
ARG AR AT AT BAAAIEE - (E7A R RS BER IR B L2 R 5T
FURIFHEI TR E - A FEAZIEN FaHEHEERBEILAE 90 HA (&Z4F
HiE 180 H) fRVERIEHE - Mk Y/ EIGEEE -

S5 B HTEA ) (PMN) B T EE R FAKTAT , (SNUN)AYSHG R HE & &
R\ B BRI A HE T T b 1T DR e B R - 1T BUR 38 ARV 5
fili T H iR (R g e th 2 IAfR R T H, - feftddeti (B 1) -

PEN S L B
® ® °

L]
e @B ‘s Environmental Fate Assessment: Approach
zr re %o ]
v @ » Search for appropriate analogues
* Example tools that help with analogue searching
’:\‘ﬂp" ¢  Analogue Identification Methodology (AIM)
d o",c *  https://www.epa.gov/tsca-screening-tools/analog-identification-
e 0’5" methodology-aim-tool
o «  ChemID

https://chem.nlm.nih.gov/chemidplus/
OECD QSAR Toolbox

http://www.oecd.org/chemicalsafety/risk-assessment/oecd-gsar-
toolbox.htm

Japan CHEmical Collaborative Knowledge Database (JCHECK)
http://www.safe.nite.go.jp/icheck
ECHA Database

https://echa.europa.eu/web/guest/information-on-
chemicals/registered-substances

Preference: Chemical-specific test data >> Analogue data > Modeled data

| HEEROREHEE (S TR
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EEBREE LEmHEEF
% TSCA Z LI T AETEH A LSEYE - (A SEBERREE A
SYrEEHOAREEERE - eiRYBERHMEP IR (O ks jt(High-
priority) ~ K {B5t(Low-priority) ) ~ HE{ TR Tl - A1 A G 2 g A2 I AET T
b e E = EPOER (8 2) -

Eliminate the
Unreasonable Risk

EPA determination of
Unr ble Risk

Risk Management

Chemical designated
High-Priority
for Risk Evaluation

Risk Evaluation

EPA determination of

Prioritization No Unreasonable Risk

Chemical designated
Low-Priority

2 REFRAEEEEL IR

EVECKER v Ry B Eds E YRR - EETEIEE (& 45 K
SN > TS - FEERE > il E b > BRI EZE > 60 RS > F)H#
> IREHEERTR S (RTURARZAAE 3 2 3.5 FNTEE) - WWEFEEA G HE
b AAE 2 2 4 F5e Rl R b B BRI E (8 3) -

Prioritization

F====- .
U’ 1 First10 Manufacturer
I High-Priority I I_C_he_miczﬂs_. Requests &= Interagency
U' f u Collaboration
Risk Evaluation
Scope
- i Hazard
Draft = Final | | p ment |- - - :
L [ i Risk Draft Risk 3 Peer Final Risk
a5day | IEil(ip;ois;.l;éi ’3 { Characterization | Evaluation : Review || Evaluation
i A t .
public | % ssessment | 60-day public
comment
comment
Statutery Deadlines = 6 Months for Final Scope; 3 to 3.5 Years for Final Risk Evaluation

Risk Management ﬂ
Action Unreasonable No
Statutory Deadline = 2to  |{==1 Risk Unreasonable
4 years for Final Rule Risk

3 FEERIRE( LY E BiREHGE R

F9MEE] > TSCA FORE/D S096HET MR LR HAH 2014 S5




TSCA TAFatE - DARIRHIEFZ J7AS0EE (41 TSCA TIEsHE 7% ~ InEAAL
B8 E ST E O B L2 0 EE2 LAk 47 %1 2= (safer chemical ingredients list,
scil)) TERARARTBEIEIETHEIHE - SSEIERRZF T 2019 42 3 H il 40 (b2

(20 f= {8 ~ 20 FEEMESL) » WL 2 X 90 RASEHINER% » 2019 F 12 H
EERFE 20 Tl S BLE TR - B e R R ke 2D
—HEE B LEYE -

108.3.7 T

1. & OCSPP

FHEZ% I\ % Assistant Administrator(AA) Alexandra Dapolito Dunn 3% OCSPP Z£#%54H
BE BFER - SeHIR T MEFIZ B E S ARG S ALY a S IR
WETTEGE ~ 2O/ > g ML SmE -

2. 4520111 2019 GlobalChem workshop

B HEEEE © TSCA Fee Basics

AEi7 48 TSCA [741% » HEIRIRE RIHUN B R EGCCE AR LR CGECRE - 3
E R METEE) > THEMEAHBE SR U 2,000 E55E: > WG A e 2
2,500 E3E > I LURIEZE 25% TECC (WOHIUE AR R BB B R R
B PR R A 1 AR TS ER F E SEBI E AU, > AR BRI 2R R Y
S BRI LYY EEARAL] 8020 ) EERAGEIHEAZ Mt
S BUSEEGELRE ) > JI TR RZARTESUEL - RAGKHRE IR B UL 3
Fima] SNl RIS R SR AR > BUERY N SERF A T -

108.3.8 2]l 2019 GlobalChem

1. Wl Ehs

2.

EF 2 T 24,2 (American Chemistry Council, ACC)ZI4& %k Mike Walls £¢z7] ~ Ff
%14 > Bg{%& B OCSPP AA Alexandra Dapolito Dunn #:1 TEEREH -

B © ALy e

TSCA £ REA (L E HH R eERETE R S ERRVG F R bR - 5 BRI o
17~ B REFREIR > IHGEHEEA - IREFEE S ARES > SIMEs]
2016 FEEFRIREF T EIREFAERY 10 FE(EEEYPE - RHE 2021 fFEFITHE HE




PRETR T  BEEUT

(1)1, 4 Dioxane

(2) Bromopropane

(3) Asbestos

(4) Carbon Tetrachloride

(5) Cyclic Aliphatic Bromide Cluster (HBCD)
(6) Methylene Chloride
(7)N-Methylpyrolidone

(8) Pigment Violet 29

(9) Trichloroethylene

(10) Tetrachloroethylene °
3. BTG | (SRR AT EROR

EEIRREEFIME R E L B STIE P - JEE B LB A A R (EEFREE )
Bl (RBERTE  BEEA B ERES S IR - R EER IR E R e E
RAEEN) ~ 25 (AIEMEISR - BURHAFERE - ChemView BEERT ORISR ) » S59MF
A B BRI E A (o A B8 (B2~ EESR AT ~ SRR BUR B ARE ~ JEEUR4H4%(Non-
Governmental Organization, NGO)Z ) » X[ EF H S BIE & K )\ B R At BH R
ETEFAE(LEmaUE EEFr (S8 ~ XEk) KJEREHEHEES -

108.3.9

B4
2112019 GlobalChem
HEHE © S EEYEE T NS SR AR R

g EEDARE - 2R - BRER - fI T EMNIKEARMEE S EE - BORAR RIRNER
EU% °

thE

4T HhEE A RILFIE A BEERIE AN (A ik 2010 45 T Fr{EEYyBIREE YL | & "
WLV E RdaE | T EEYE RS > THEEYEESE BIETIA T HEIRA
{EEYE %3% | (Inventory of Existing Chemical Substances in China, IECSC) Y4714 >
PR T = AR R KB E B 57 H R ~ 95 R - 9T 3 K0 > e ESS

6



ZEREE (E4-5)-

i E L R R H A (LEYE TRHBSCE (BJeaP bR R FF A « VRGN - ¥
B NEEARA T NEA SRR R RS ) B TR R E RS - B
PR RSO ER - BRI WYY R M R BRI A AR
85 > EAIREEA BRI R DUE TSR > 5% 50 A IECR SR TR NG - 5FA5
RIFFPIE 73 Fs (V) ZABSERINIPE B (R BRET s SR (R RIS R SRRV R )
A EERAER ZVEQIR AN EEYEE R - ERIURRERFE IR - 85T
SZE B > RER B FH PR AR R 2 B FR A CUIRTHRIPTE GV ZE LS E B B
PREUE P R TR 12 R b (T S A S AR  FET IR BRI A SRS (EHIY)
= .

Level 4: >1000 t/a
Level 3: 100~1000 t/a

Level 2: 10~100 t/a

Regular Notification

Level 1: 1~10 t/a

General : Domestic testing data required <1 t/a

Special: Notification w/o data
Intermediates < 1 t/a
Manufacture for export only < 1 t/a
Polymer of low concern (PLC) or with low new substance
monomer conc. (<2%)
Scientific Research: 0.1t/fa—1t/a
Process development <10 t/a, valid no more than 2 years

Tonnage Principle (Art. 11)

Simplified Notification

® R&D<0.1t/s;

Data requirements increase with tonnage band

SRRN

& 4 PEGHCEYIERAZRH - HRE

Basic Documents for Non-Chinese Notifiers:
» Power of Attorney (POA)

» Signature Authorization Letter
» Business License copy of domestic agent Reqular
» Notification Form

Notification
Simplified
SRRN Notification

v Testing data (substance

identification, physico-
chemical, toxicology, and
eco-toxicology)
C&L, SDS for hazardous
substances (based on
China GHS criteria)

¥v" Risk Assessment Report

¥v' Business license ¥ Situation statement
or legal person (for Special Case)

v Notification Form v Eco-toxicological

v" Research testing reports
Information (for General Case)

&5 PR LERTE A R R T A SECE R
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AHEB B S 3R A EHEERE R > R2E ECHA 2019 £ 2023 50 S AL ]
Ry SRR ETE AR B ~ SRR e ~ FREME R 2 BER ~ EA EEE L
% PMEER AT A RHEE L IR TERIR AL > 2019 £E 2 2020 AT TERL (1)
AL E Ry S B ~ SERBSCE P YIE - S5 A B BRI E Z FTREACEEHE - (2)
B = (A E 2 E RS ~ B bR an e nb s - WAL TR use map ({#
FIHE > AT EESEYIE Rl - ERER R - REHEEER) - B b -
Q)yHIEFREEEN (BERBIRE - AR SAY) - sadi @t E) & 3 HE
TAEHEH -

HEE

REEBFEWIEE SR ATEEREE - EENE LIRS 2011 FH4E
HILREHBERIEE > i RS R 20T (LA S SC IR A% J(K-REACH)
TSR SR 6 3 S R R s Ry B b IR AL > 52058 2015 4 1 HE
Btz > PSR R A BRI B By S E MR A O TR ~ W LB A et s
RPN BIE TR - NSRRI EIE T K-REACH it 2019 4F 1 ABHIEH
fiti > FEREAA LSRR ER o > WA EI AR L) 4R 1 WEDLE > JEMRA[E]WEEAE 2030
FRISERGEME (49 7,000 FEPVE ) > FrbERALERsr 4 1 455 0.1 WEZE 1 MEZHHEST K-
REACH fE{LEf - OSHA FEfft » 1 MELL B3 AILVAMK K-REACH & HIEET ([ 6)
SIIMIMEER A MHEAE - (a2 LR R ER N S - R —E e SR
e > i EER R B e A

S 2019 1 F 1 HEAREY TONEE LR RSN E R 2 2 EEA | (K-BPR)
TEEAFESNERHE(CE2LER (R AE - REA®RRESE) - LT
T RS - EmhRER SR IRIIRAGR SRIEE RS - Ea ik
ML T ER R ZE o R SN S B R FEANUE -




Domestic volume of a
new substance »=1 tfa

Naotification of PMC
contained in product
exceeding 1tfa

& 0.1% (wiw)

Rigk assessment
for product
with high concem

Safety standard
and labelling

Product

6 WEE(LEYEEH

ALTEM

AT MR E BB Rk 1% - RETEIR ALY (WEERAL ~ IifEstmES
&~ BEFFFHAKY ~ SRAKFERKIE ) TR KRB B R AR E ST - HEEE 2R
mmiS B S B A » DARGZIEIEET 7 B S Ry 1 Rl R 8807 & F B 38 fe2 4H 48 (Organization for
Economic Cooperation and Development, OECD)fi% & » iZ5 BAR SR & —5 - G285
(B2 5L 2 BK A £ (Globally Harmonized System of Classification and Labelling of
Chemicals, GHS) (EEPEAISHIE (2009 4F) ~ JOJNZ BFLILERFIHT » (2013 4F) ~ []fR
EMEPGEF (2015 ) EFHTEZRAN (2017 4 ) ~ SHmtbos (2018 42) ~ BAF] (#EfTH)
FE) ; BB EHEHE (AR 2018 2275 RoHS [RAISH ~ #§ ~ 7k ~ NEEE
VY& ~ DU 2018 47 10 H 17 HEgfn " TRE(LEBY/E M - SEAIERNEZR , (BETH
Z ) FE A R — A E B IR | MERY B —EB0R AV LEYE WA REACH
HYAE TR A FE S50 ~ AT U BB e A ) » MR B O P LR 2 A SR R T 575
6 K » WG4 200 B TIEHE - (HESE GDP12% @ #4 1 JK 2,790 (BEHE » CFHkk
[P FR 2L % 2 = 8% (Memorandum of understanding, MOU) » i E1 OECD fEEIE MY
G EEAETAEE 1€ 2017 FERGEEIRS (FawiE - WEGEERE - SHwibos - &F -
PEER ~ ZHAENER - I8EE THETERS (M ACC ~ BB TERE ) KEBEIL
BNEISINYN » BB R oh e 27 177 & (Association of Southeast Asian Nations, ASEAN)#
T30 > B O AHETE ~ LRI - DUEBHEYE ~ /TR E T ReEIRIR ~ (i
Wi A FHE MR EE Y
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(—) FEIREERRIREE (LR 2 KI5 A TN 2 (Office of Chemical Safety

and Pollution Prevention, OCSPP)

AKZFEE OCSPP » H#Z ¥t/ \%= AA Alexandra Dapolito Dunn ¥ H #3530

SRS WHNEARHER - 1084 1 B 16 HAM 2 FHEKEF(EE
VIEEHVERER - TR EEY R EEE R - SRR R
YEEEERERITIE KA EA LB E s B S TE o
23 BRI or B A4k (b5 (Green Chemistry) - MR EZ 2L
Ve BB R IEFRRRE

(=) 2011 2019 GlobalChem

1.

Y OCSPP AA Alexandra Dapolito Dunn FAFE) & B REEEERS » 455041
HAR HEEEEREENAR R R s L2 EEE A 1E
HIREC TEENBIE(GEZMAL - S BiRsE 22 - B EE K
BRI S % &y oK B T i -

G Al r4E R H AR AL E BRI ~ (BB B R -
o B b B B S TR R SRAR - So/MILELE AR TSCA 87A1% 35
B ORE I B 2K AR W B B -

B1 ACC RIS ~ il T RN E & ~ SR a2 B A F] - BsElE
E2igrs - FEMEISHESEUEM « BHERE - B80730 - FHETEAF TR
{Tatam » G1& ACC ~ BB E ik Z A A ST fR A R A RE
W BUR 2 T20R ©

AL T MBI R A o R P AR B B BN » B RSy OECD
8 BBl R AR B E B A USSR b B B~
oR 2 I B R ~ TSR RSB LR A F] S BEmtE %% MOU 50
TSV E B ~ B WE ~ MBI A\ EE o 158
BURFHE ~ FIEREHRA - NGO il K& fF - W E R MAEE STk
ERERHEE T OFM ~ FIEE) > 2R T ZFHEE BT - 8
FSEHEEE L AR ~ R BT BRI TSR TS ~ THGIE
B R E A
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1.

B EHAEREZFISENVENR - SEMESEnTe - BAEFHE -
W RE A — SR EH =0 REEARAA S ATk & R B2 bR R
HT eI ENES - PREIIIREU L2 E B A ~ 70 Al
ERERIRREIEL - BBEEE - ARSI EEAER AT - HAEIZA
THEITIOM » AE AR ARKBERE 72—

FEER R B LR E T JEE BN SRR AR B R K AEE
1€ 2012 FEE AT AHRE TARETE  WAES R HAR ~ BTl T - FE
s R R AU EEH T 20 SSIMTRZ IR 5E R 10 TEEanst(h - R
AR RHEREE HAR B EERUE - THRE Ry PR BB e Skl FEE R e 5
EEEE /S -

RS R LR e T - SRR 2Ry TSCA NZAREMT - %
(B EHAN - SBHBAFIS B ERERRE E BETEE - H
OCSPP AA Alexandra Dapolito Dunn A FaEcE{ TEEEERE » b By
BEOTESE R E RS2 o W] R AESOR © BERE - FIERAEE
JEE BRI AR - B E T R A R E RS S {FRA (o B -

FEECEYERHEE B LA EEER(RE OCSPP THYSHHNIMIA
Y& i)\ = (Office of Pollution Prevention and Toxics, OPPT)¥EE » i 5%
T AR TR T LY E 2 s e s - R AL &AL
% > BRI LY E ARG bk S EFR R 2 & RSN » 594k
{BERERS IR ] 5 B LA ~ &1F
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- FREEIRREREE (LR L 2 RO A= > d2EL Assistant Administrator
Alexandra Dapolito Dunn 5 B¥40 & /5h-2
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