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Beyond 2020

STRATEGIC APPROACH TO

—
[ ¥
UN &

environment
programme

HOME  ABOUT  IMPLEMENTATION BEYOND 2020

Third meeting of the intersessional process considering the Strategic
Approach and sound management of chemicals and waste beyond

2020
Bangkok, Thailand, 1-4 October 2019

2020 for consideration and adoption at the next session of the International Conference on Chemicals Management (ICCM5) to be held in Bonn,

Germany, from 5 to 9 October 2020.

MEETINGS RESOURCES

Useful links

Information on the intersessional process
First meeting of the intersessional process
Second meeting of the intersessional process

Stakeholders' inputs on the interssessional process (April - July

2019
The third meeting of the intersessional process )

was held at the United Nations Conference
Centre in Bangkok, Thailand, from 1 to 4 October

2019. Regional meetings and technical briefings In Session Documents and Information
took place on 30 September 2019,

Programme - Monday, 30 September

3 2 : g In-session decuments and information
These meetings support stakeholders in their

efforts to elaborate the future arrangements of
the Strategic Approach and the sound
management of chemicals and waste beyond

Technical briefings

Technical briefings Programme
Technical briefings Presentations
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210476-14-5.210476- |naghihalensdisulionic acid. socium salt )
e 156 and 3-115-114.6-diflucns-2- ! 10108
o o .
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naphthalenedisulionic acid, sodium salt
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Box. i, FERIRUHIRICEY 55R8]
Registration, Evaluation, Authorization and Restriction of Chemicals (REACH)

N, TRRUEEICET 2RA
Classification, Labelling and Packaging Regulation (CLP)

1,000 ton/SF L E, CMR

2008E11 Bk 20104 20134 20184
||HatoChef‘ﬁi 27
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ML BRI IEEFEYE I DLWy B S22 ERE

> 100 tonnes o
©-

< 100 tonnes

B Uncertainarea
[ Datageneration and assessment
" Regulatory risk management

158 46 B Concluded as low priority after
assessment

[ Already sufficiently regulated

Uncertain ' .
High priority for further work 86 166
Low priority for further work
v" . . 28
a 0 eml https://echa.europa.eu/universe-of-registered-substances




1 me ChA egiztration type ichest registerdsd Position in the chemical universe
2 |Formaldebyde 200-001-4 50-00-0 active registration(s) under REACH > 100 tpa Regulatary risk management uhder conhsideration
3 |Guanidinium chloride 200-002-3 B0-01-1 active registration(z) under REACH > 100 tpa Currently no further actions proposed
4 | Dexamethasone 200-003-19 B0-02-2 active regiztration(s) under REACH intermediate Mot vet ascigned

i |Hydrocortizone 2 1-acetate 200-004-4 B0-03-3 active registration(s) under REACH inter mediate Mot vet aszigned

i Cortizone 21-acetate 200-006-5 E0-04-4 active registration(s) under REACH intermediate Mot vet azsigned

7 |Phenobarbital 200-007-10 "B0-06-6 active regiztration(s) under REACH intermediate Mot vet ascigned

% | Lactic acid 200-018-0 B0-21-5 active registration(z) under REACGH > 100 tpa Regulatary rizsk management oneoing
9 Hvdrocaortizone 200-020-1 h0-23-7 active registration(s) under REACH intermediate Mot vet azsigned

10 | Prednisolons 200-021-7 B0-24-8 active registration(s) under REACH < 100 tpa Mot vet aszigned

11 |Estradiol 00-023-4 h0-28-2 active registration(z) under REACH < 100 tpa Mot vet assiened

12 |2, 3-dichlorobenzoic acid 200-039-5 B0-45-3 active regiztration(s) under REACH intermediate Mot vet ascigned

13 | Desipraming 200-040-0 B0-47-5 active registration(s) under REACGH inter mediate Mot vet aszigned

14 | Amitriptyline 200-041-F h0-48-6 active registration(s) under REACH intermediate Mot vet azsigned

15 |Imipramine 200-042-1 50-49-7 active regiztration(s) under REACH inter mediate Mot vet aszigned

16 | Thioridazine 200-044-2 50-52-2 active registration(z) under REACGH inter mediate Mot vet asziened

17 |(Chlarpramazine 200-045-8 50-53-3 active registration(s) under REACGH intermediate Mot vet azsigned

18 | D-ribose 200-059-4 B0-69-1 active registration(s) under REACH < 100 tpa Mot vet aszigned

19 |O-acetylzalicylic acid 200-064-1 B0-78-2 active registration(z) under REACGH > 100 tpa Mot vet assiened

20 | 2-hydroxy-p-toluic acid 200-068-3 §0-86-1 active regiztration(s) under REACH < 100 tpa Data generation

21 | Thymiding 200-070-4 50-89-5 active registration(s) under REACGH > 100 tpa Mot vet aszigned

22 | ce—phenyl- 1H-benzimidazale—2-methanal 200-073-0 h0-97-5 active registration(s) under REACH < 100 tpa Mot vet azsigned

23 |Ephedrine hydrochloride 200-074-6 H0-98-6 active regiztration(s) under REACH inter mediate Mot vet aszigned

24 2 2-butoxvetharylethy| B-propylpiperamy| ether  200-076-7 T 1-03-6 active registration(z) under REACGH > 100 tpa Fegulatary risk management oheoing
25 |Procaine hydrochloride 200-077-2 " 1-05-8 active registration(s) under REACGH intermediate Mot vet azsigned

26 |Benzimidazaole 200-081-4 51-17-2 active registration(s) under REACH < 100 tpa Mot vet aszigned

27 | Fluorouracil 200-085-6 51-21-8 active registration(z) under REACGH inter mediate Mot vet assiened

24 | 2 4-dinitrophenal 200-087-7 §1-28-5 active regiztration(s) under REACH > 100 tpa Mot vet ascigned

II c % https://echa.europa.eu/documents/10162/28604352/chemical universe list en.xlsx/c0282be9-139e-c246-d3al-1bc0f0a81f08
HatoCheni .
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The withdrawal of
the UK from the EU

SHROBEISER

Transfer them to the
EU-27/EEA or
only representative

Il « o034/234 . = e vouube™2s

https://echa.europa.eu/uk-withdrawal-from-the-eu?utm source=echa.europa.eu&utm _medium=display&utm campaign=customer-

‘v. insight&utm content=banner 30
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CLP45% D H

UFIZ 7 ~Lcsmd b & & bIc, BB&EEIEZPoison Center~NEITH %,
Unique Formula Identifier (UFI)

FIE D FA

& Consumerfi
2020F1H1H

# 202141A1H

& Professional &
2021FE181H8

@ Industrial A&
2024F1H1H

ConsumerfARDIZE DHIERAR X

‘IﬂEFEﬁ)?L_zHHO https://poisoncentres.echa.europa.eu/documents/22284544/22295820/ufi_what it means e
n.pdf/576a9a82-c352-b5b3-df73-e763da37e559

ps://www.youtube.com/watch?v=BkhigpTyc w&feature=youtu.be
|HatoCheri
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REYREHSIES

FEEYEAHTES (Waste Framework Directive)

Database for information on Substances of Concern In articles or in
complex objects (Products)

EUTTi% 0.1 wi%%BX 2 RETRRBSYEESHT S
BREHHRT 2EEEIL, 20215F1A5HA 5, ECHAIC
INSORRICEET BIEEERET 5, SCIP Database o

Substances of Concern In articles as such or in
complex objects (Products) established under the
Waste Framework Directive (WFD).

Companies supplying articles containing

substances of very high concern (SVHCs) on the
Candidate List in a concentration above 0.1% weight by weight {w/w) on the EU
market have to submit information on these articles to ECHA, as from 5 January 2021,
The SCIP database ensures that the information on articles containing Candidate List
substances is available throughout the whale lifecycle of products and materials,
including at the waste stage. The informatien in the database is then made available
to waste operators and consumers,

https://echa.europa.eu/scip-database
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20196 A5H
Directive on the reduction of the impact of certain plastic products on the environmenth*E{iz

BERICEREINTH O208EICED

Directive (¥ %) TH 5 DT, MBEIL
EMEZFIE L THET 5, '

RA& L T202157 AiCx o e

12,6,2019 Official Journal of the European Union L 1551

DIRECTIVES

Q DIRECTIVE (EU) 2019/904 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 5 June 2019
on the reduction of the impact of certain plastic products on the environment
(Text with EEA relevance)
THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,
Having regard 1o the Treaty on the Functioning of the European Union, and in pamicular Aricle 192(1) thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act 10 the national parliaments,

H g H https:// i :
ps://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904&from=EN 33
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BEILFEYEE
Toxic Substances Control Act HEREEEL
(The Frank R. Lautenberg Chemical Occupational Safety and Health Act
Safety for the 21st Century Act)
RISIRET FEE FERER
(Environmental Protection Agency) (Department Labor, Occupational Safety &

Health Administration)

201656 A21H
TSCAZUE

V. https://www.epa.gov/tsca-inventory 35
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BEF Y E T Active Substance & Inactive SubstancellEH a3,

Inactive Substance
oWl

MIEHICLZEH

90H Notice of Activity Form B
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20174 20184  2018% 20194 20194
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Inventory ) 2+ k

Inventory Y £ v F DR

ON INVENTORY ACTIVE INACTIVE
NON-CBI CHEMICALS 68,008 32,898 35,110
CBI CHEMICALS 18,220 7,757 10,463
TOTAL 86,228 40,655 45,573

https://www.epa.gov/sites/production/files/2019-03/documents/tsca_active inactive webinar_slides from march 13 2019.pdf

Inventory A B C D E F G H I ]

1 j(m] CASRMN  casregno UID EXFChemiame DEF IVCEB FLAG ACTIVITY

2 1 50-00-0 50000 Forrmalde hyde ACTIVE

3 2 :50—01 -1 S0011 Guanidine, hydrochloride (1:1) ACTIVE

4 3 r50—02—2 50022 Pregra—1 4—diene—3,20-dione, 5—fluoro—11 17,21 —trihyvdroxy—1 6-methyl-, (11 e ACTIVE

5 4 SO0-07-7 S0077 Azirino[2°3°3 41Jmermolo[1 2-alinda S ACTIVE

6 5 50-14-6 50145 Cyclohexanol, 4-methylene—3-[2E)-2-[(1 R,355,7aR )0 ctabvydro—7a—methy—1 [ ACTIVE

7 G 50-21-5 50215 Propanoic acid, 2—-hydroxy— ACTIVE

8 7 50-23-7 50237 Pregr—4—ene—3,20—dione, 11,1721 —trikndroxy—, (11 beta)- ACTIVE

9 g So-24-8 S0245 Pregna—1 4-diene—3,20-diane, 11,17,21 ~trihydroxy—, (11 beta.)- ACTIVE

10 e ] 50-25-3 50253 Berzene, 1,122 2-trichloroeth S ACTIVE

11 | 10 50-30-6 S0304 Benzoic acid, 2,8—dichloro— PrM; SP; BE ACTIVE

121 G0-32-8 50328 Benzalalmrene ACTIVE

13 | 12 b50-33-%5 50335 3. 5-Pyrazolidinedione, 4—butyl—1 2—diphermyl— ACTIVE
v 14 13 50-34-0 50340 2—Propanarminium, M-rmethyl—M-{1 —methylethyl)—N—[Z—[(BH—xanthen—g—ylcarb:rINAQTIVE

IIHatOChemi https://www.epa.gov/sites/production/files/2019-10/tsca_inventory 092019 csvf.zip 37
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2019453A820H. BIEHREFIZ. 20DHi priority¥)& & 20D Low Priority )& #1RZE L 7=,
Environmental Topics Laws & Regulations About EPA Q

News Releases from Headquarters > Chemical Safety and
Pollution Prevention (OCSPP)

Reaching Another TSCA milestone, EPA Identifies
40 Chemicals to Prioritize for Risk Evaluation

03/20/2019

WASHINGTON (March 20, 2019) — Today, the U.S. Environmental Protection Agency (EPA) is publishing a list of 40 chemicals to begin the
prioritization process - the initial step in a new process of reviewing chemicals currently in commerce under the amended Toxic Substances
Control Act (TSCA).

“EPA continues to demonstrate its commitment to the successful and timely implementation of the Frank R. Lautenberg Chemical Safety for
the 21st Century Act,” said EPA Administrator Andrew Wheeler. “We are delivering on the promise of Lautenberg to better assess and

manage existing chemicals in commerce and provide greater certainty and transparency to the American public.”

IIHatO' he%i https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/list-chemicals-undergoing-prioritization 38
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High Priority

¢ p-Dichlorobenzene € 4,4'-(1-Methylethylidene)bis[2, 6-

# 1,2-Dichloroethane dibromophenol] (TBBPA)

@ trans-1,2- Dichloroethylene @ Tris(2-chloroethyl) phosphate (TCEP)
@ o-Dichlorobenzene © Phosphoric acid, triphenyl ester (TPP)
@ 1,1,2-Trichloroethane ¢ Ethylene dibromide

4 1,2-Dichloropropane ¢ 1,3-Butadiene

@ 1,1-Dichloroethane ¢ 1,3,4,6,7,8-Hexahydro-4,6,6,7,8,8-

¢ Dibutyl phthalate (DBP) hexamethylcyclopenta [g]-2-

¢ Butyl benzyl phthalate (BBP) benzopyran (HHCB)

¢ Di-ethylhexyl phthalate (DEHP) ¢ Formaldehyde

¢ Di-isobutyl phthalate (DIBP) # Phthdlic anhydride

¢ Dicyclohexyl phthalate

https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/list-chemicals-undergoing-prioritization
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Hazard Communication Standard

IR7E. EEGHSKETE = IRICEM L TUW B Hazard Communication Standard % EEGHS &3hRiC
BEIHEBFE

U.S. General

IANAGEMENT and BUDGET Services A
ve OFFICE OF THE Ps .‘._..T NT Administration GSA

Reg | nfo-gov search: © Agenda ® Reg Review ® ICR

Home | Unified Agenda Regulatory Review Information Collection Review FAQs / Resources | ContactUs |

View Rule
View EO 12866 Meetings Printer-Friendly Version Download RIN Data in XML
DOL/OSHA RIN: 1218-ACA93 Publication ID: Spring 2019
Title: Update to the Hazard Communication Standard
Abstract:

OSHA and other U.S. agencies have been involved in a long-term project to negotiate a globally harmonized approach to classifying chemical hazards, and providing labels
and safety data sheets for hazardous chemicals. The result is the Globally Harmonized System of Classification and Labeling of Chemicals (GHS). The GHS was adopted by
the United Nations, with an international goal of as many countries as possible adopting it by 2008. OSHA incorporated the GHS into the Hazard Communication Standard
(HCS) in March 2012 to specify requirements for hazard classification and to standardize label components and information on safety data sheets, which will improve
employee protection and facilitate international trade. However, the GHS is a living document and has been updated several times since OSHA's rulemaking. OSHA's

rulemaking was based on the third edition of the GHS and the UN recently completed the seventh. OSHA is conducting rulemaking to harmonize the HCS to the latest edition
of the GHS and to codify a number of enforcement policies that have been issued since the 2012 standard.

ps://www.reginfo.gov/public/do/eAgendaViewRule?publd=201904&RIN=1218-AC93 40
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1. FRAFYEIZ EROEREBEICEFINRICOAMEAIh TIBICHTBET I LN TES,

2. FHRMAEYEEFREE (REEEIREINTWBRHEEZRKRL)

a) FREEYEZFRHFS

b) IWWPACICHE - 7-FRLFYWE DL, LFER

c) TDFEBEDBASKICERIN-CFYETFMBEED IC L > TR I N /-tEWEOYELLZIM
BRUEEMICET 315K

1LF %445 % GoogleBIRR Z EICER

Dieu 44. Pang ky héa chat méi

1. Hod chat méi chi dwgc dua vao sir dung, lwu théng trén thj frveng sau khi dwec dang ky tai co quan nha nuwéc c6 tham quyen.

2. Ho so dang ky héa chat méi, trir treeng hop quy dinh tai khoan 3 Digu nay bao gom:

a) Don dang ky héa chat méi;

b) Tén goi héa chat méi theo huéng dan cua Hiép hsi héa hoc co ban va irng dung quéc t& (IUPAC), cdng thirc hda hoc cua héa chit;

c) Théng tin vé tinh chét ly, hod va dic tinh nguy hiém cua héa chét dugc 16 chire danh gid hdéa chat méi quy dinh tai Didu 45 cda Luat ndy xdc nhan.

IlHato‘ he%i http://www.vietlaw.gov.vn/LAWNET/docView.do?docid=21830&type=html&searchType=fulltextsearch&searchText= 50
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3y MeiMe §0-02-2 3
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Nei No: 2 4

! HsCode: s wate
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COEETIE, UTOREIIXRD L S ICBIREINS,

1.~ 5. B

6. FRMLEYMEL L. BFRELFERY R FRUVEEOR P FLBEICL > TERBINTWLWBRAED
ItEYBY X MCEENTUOWEWMEEYE TH S,

b mixHEa%% GoogleFIiRZ EICER

Diéu 4. Giai thich tir ngir

Trong Luat nay, cdc tir ngir dwéi day dugc hiéu nhe sau

1~5

6. Hod chat méi la hdéa chat chwa cé trong danh muc héa chat quéc gia, danh muc héa chat nwéc ngodi dwegc co quan nha nwéc cé tham quyén cua
Viét Nam thira nhan.

http://www.vietlaw.gov.vn/LAWNET/docView.do?docid=21830&type=htmI&searchType=~fulltextsearch&searchText=
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2016F10A7H

O TexXHU4eCKOM perrnameHTe
0 6€e30NACHOCTU XMMUYECKOMU
npoAykuuu (No. 1019) @

{L2mDREICBY 2 EREMAER

(No. 1019) TIPABUTEILCTBO POCCHHCKOIT ®F/IEPAIIH

MOCTAHOBJIEHHE

or 7 oxrabps 2016 . Ne 1019

' MOCKBA

O TeXHHYECKOM perjaamMente

6
— o be TH XHMH NPONYKIHH
2021 7AVHETFE
N o _ _ N B cootBerctBHM ¢ DefepanbHeIM  3akoHOM "0 TeXHHHECKOM
1t #% |:I|:|I:| 0) G H Sﬁiﬁ\ 7 ~ )lf%/j_\\ & U perymmposasii” MpaBuTenscTeo Poccuiickoit Deneparun
S NOCTAHOBIASAET:
ﬁ‘ﬁb\ U \g C‘-: 7‘; 2 T l' ) 5 [} 1. VTeepanTs npunaraeMblil TEXHHYECKMH pPermaMeHT o Ge30macHoCTH
XHMHYECKOIH NPOJYKIKH.
2. Texuuueckuii periaMeHT, YTBEPKIEHHBIH HACTOALLHM
MOCTAHOBIIEGHHEM, BCTYNAET B cHiTy ¢ 1 miona 2021 r.
IlHato‘ he%i http://static.government.ru/media/files/4tiWyMbEWxrnEziuZ6uyAkOHAhp1zAzM.pdf 54
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Eurasian
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Union
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IHatoCherfii -

A—-F7VTREEGDHE -

201743A3H
TEXHUYECKWUINA PETAAMEHT <<O 6€30nacHOCTU XMMUYECKOMN MPOAYKLMU>>
{tZHRDOREMICEST AT

(TR EAEU 041/2017) |

4 TIPHHAT
EBPAIHICKAS JKOHOMHYECKA Pemennem Cosera

COBET Enpazuii i
ot 3 mapra 2017 r. Mo 19

2021$6Hza %;‘j-] PEIMEHHE

w03» mapra 2017 . Nz 19
TEXHHYECKHIT PETAAMENT

Enpa 0 1ECKOTO COI0la
wl) & X eckoil npoayKn
(TP EADC 041/2017)

O rexnnteckom periamente Enpainiickoro)
eoiia «() Gewnaenocrn xumneckoii

B coorserctomm  co  crateeit 52 Jlorol

o
Eurqslqn REACH aKoHOMHMECKOM  colosc or 29 man 2004
npuaowenna Ne | k Pernamewry paborw Espay H: i
IE'T:E E%ﬁ{tr“"%g%%% ACTORMIMI  TEXHMUECKHIT pernamMent paspalioTan B COOTBETCTRIN
'?‘ 1 B "
S ’ JIRET e . co ctathedt 52 Jlororopa o Espasniickom sxonommuieckom coinae ot 29 man
IKOHOMHUECKOrO coveta ot 13 nexabps 2014 r. Ne
2014 rona, a Takwe ¢ yuetom Cormacomannoli wa rnobansiom ypomne

IKOHOMHYECKON KOMHOCHH pemn.a

CHCTEMB K."I"ICCIIIPHKEJ(I!H OIACHOCTH W MAPKHPOBKH  XHMHYecKo#

npoaykimn (CIC) (2011 ron) B yacTi yeTaHoRICHHA:

http://www.eurasiancommission.org/ru/act/texnreg/deptexreg/tr/Pages/TR EEU 041 2017.aspx

ps://docs.eaeunion.org/docs/ru-ru/01413938/cncd 18052017 19 56
IHatoCherbi
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2018%F11H23H
RIEKED [TEFROEFHE. FHls S OEZEICET 255] T84

Ministério do

Meio Ambiente
O0E0oDD

Perguntas frequentes Conlalo  Servigps  Vinculadas Area de imprensa Ouvidoria

PAGINA INICIAL > INFORMMA > MAIS NOTICIAS > PROJETO PREVE CONTROLE DE SUBSTANCIAS QUIMICAS

iﬂ:'—“#g r—:— Projeto prevé controle de substancias quimicas
utoridades

Editais e Chamadas Objetivo & minimizar impactos & satide e ao meio ambiente resultantes da fabricagdo, importagdo e uso de

MMA em Nimeros produtos industriais que tenham esse tipo de componente.
n u

IlHato‘ he vﬁ i http://mma.gov.br/informma/item/15260-projeto-prev%C3%AA-controle-de-subst%C3%A2ncias-qu%C3%ADmicas.html 58

Programas do MMA

Quem é Quem

49



TS ILDENE

BEF CEME L EDIERK, DRAFT BILL OF LAW
TR EYMEDOERIEH

EEHE assesement and. contral of
THE PRES
Congress decrees| NEW CHEMICAL SUBSTANCES
% o)f&\ ﬁ L:@J g ‘j: 7’; w Article 1. T Article 12. Production and import of new chemical substances as such or
control of chemicz when used as ingredients of mixtures, in quantities equal to or greater than 1
*ﬁﬁ and the environme tonne per year, which have some characteristic of items | to VIl of article 14, shall
territory. be subject to prior presentation of information to be provided by manufacturers
and importers, in a specific module of the Registry System.
Article 2. F
Paragraph 1. The information referred to in the head provision is those
provided for in items | to V of article 7, besides additional information to be defined
in the secondary law, varying in complexity according to the expected range of
quantity produced or imported per year.
Paragraph 2. Manufacturers and importers may submit a risk assessment
for the new chemical substance as a supplement to the provisions of paragraph
%. http://hotsite.mma.gov.br/consultasubstanciasquimicas/wp-content/uploads/sites/32/2018/11/Draft-Brazil-Chemical-Control- 59
IlHatOCheml bill_English-Revised Version-CONASQ-meeting-September -2018 MMA.pdf
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¥4 14,6, 10,17, 18, 23, 24
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“ analytical measurement of test
concentrations is compulsory”
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Effects on Biotic Systems

Test Guideline No. 203
Fish, Acute Toxicity Testing

18 June 2019

OECD Guidelines for the
Testing of Chemicals
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WMETDHRA > (1)

INTRODUCTION

1. OECD Guidelines for Testing of Chemicals are periodically reviewed to
incorporate scientific progress. changing regulatory needs, and animal welfare
considerations. The revision of this Guideline (originally adopted in 1981, updated in
1984, 1992), reflects also updates on a series of recommendations from the OECD Fish
Toxicity Testing Framework 2011 (OECD, 2012), and mcludes:

* Alternative methods: in the interest of anmmal welfare and efficient use of
resources, 1f 1s important to avoid/reduce the use of animals whenever possible
and appropriate. Therefore, before carrying out a fish acute toxicity test
according to this guideline, 1t should be considered whether reliable mformation
on fish acute toxicity could be derived with alternative methods 1n a weight-of-
evidence approach, such as the use of QSAR_ read-across, fish embryos (OECD
2013), fish cell lines and others. Alternatively, the use of the threshold approach
(OECD, 2010) or the liut test as described in § 30 of thus puideline may be
sufficient. Where testing on fish is required (i.e., alternative methods currently
may not be sufficient for all jurisdictions and testing needs. Therefore; make sure
the tests fulfil the regulatory requirements), alternative methods such as those
listed above can be considered for range finding.

* A specification that testing the minimum concentration causing 100% and the
maximum concentration causing 0% mortality are not mandatory requirements
(e.g- no need to test additional concentrations just to demonstrate 0 and/or 100%
mortality).

+ guidance on the circumstances under which a water control 1s required when
solvent is used (OECD, 2018).

» the introduction of estuarine and marme fish species in the recommended species
list.
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TABLE 1: RECOMMENDED FISH SPECIES, TOTAL LENGTHS AND TEST CONDITIONS

Species® Temperature’ Salinity?® pH Hardness Photoperiod Recommended
{°C) (%eo) (mg/L CaCO;) (hours light) length range’ (cm)

Danio rerio

Zebrafish 21-25 <02 6.0-85 40- 250, 12-16 1-2
preferably <180

Pimephales promelas

Fathead minnow 21-25 =02 6.0-85 40-250, 12-16 1-3
preferably <180

Cyprinus carpio pwm

Carp 20-24 <02 6.0-85 40-250, 12-16 2-4
preferably <180

Oryzias latipes

Japanese Medaka 23-27 =0.2 6.0-85 40-250, 12-16 1-2
preferably <180

Poecilia reticulata

Guppy 21-25 <02 6.0-85 40-250, 12-16 1-2
preferably <180

Lepomis macrochirus

Bluegill 21-25 =02 6.0-85 40-250, 12-16 1-3
preferably <180

ZREEITIOEADFRAEEELTHA X%
BRZRIZERTE. * P HIXEEICODVTEEZE

WMETDHRA > F(3)

Oncorhynchus mykiss

Rainbow trout 10-141® <0.2 6.0-85 40-250, 12-16 3-6
preferably <180

Gasterosteus aculeatus

Three-spined stickleback 13-19 0-35 6.0-85 40-7500 12-16 1-2

Cyprinodon variegatus

Sheepshead minnow 23-27 15-35 6.0-8.5 3000-7500 12-16 1-2

Dicentrarchus labrax
European sea bass 18-22 15-35 6.0-8.5 3000-7500 12-16 4-8

Pagrus major
Red sea bream§ . 18-22 30-35 6.0-8.5 5000-7500 12-16 2-4

SEEE - B/KAEDEMIZDOWLWTOERH Y
> BARMMGIFKETRERIESH IREADHEREEN
HEITAFIRE
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Test Concentrations

21. When selecting the range of test concentrations, all sources of information

100%5E =D f  should be considered. such as predictions within the applicability domain of valid QSAR

(i models, valid read-across or grouping estimates and data from other tests, e.g. using fish
'f /}EF_ ( LClOO) N

o 00 embryos or fish cell lines. In case such data are not available or sufficient confidence
0% LT D cannot be gained. a range-finding test using fish, preferable with the same species (1),
52 F*XF(LCO) - should be considered. In this case, use of the Threshold Concentration (OECD, 2010)
WA E LW derived from algae and daphnia studies (Annex 1) may guide setting the concentration

range. Note that it 15 not a 111a11dat01 requir ement to 1dent1 a mammum concennatlon

22. For the definitive test with fish, at least five concentrations in a geometric series
with a factor preferably not exceeding 2.2 are used: smaller separation factors of 1.6 to
1.8 should be used whenever possible (Rufli and Springer, 2011).

Controls

23. When a solvent is used, a solvent control is required in addition to the dilution
ZoFRKXFBB[X  water control. However, the dilution water control can be omitted, and the test conducted
I RELAH and evaluated with a solvent control only, provided it 1s appropriate when considering

ok 7 o gt B the needs for these data and the requirements of the relevant regulatory authorities, .ow
BEE 1T BT toxicity solvents only (i.e. acetone, ethanol, methanol, tertiary-butyl alcohol, acetonitrile,

DOFERZEIF(Z  dimethyl formamide, dimethyl sulfoxide, and triethylene glycol) as recommended in

H+HRER Guildgnce Document No. 23 (OECD, 2019) should be ust_ed whilst solx’e11t§ Qf unknown

AR ATE toxicity should not be used. It should be noted that in spite of the low toxicity for fish,
dimethyl formamide and dimethyl sulfoxide should be avoided where possible on human
health and safety grounds.

WETDHRA > F(5)

OBSERVATIONS, HUMANE KILLING AND MEASUREMENT OF FISH

26. Observations and recording: To the extent feasibly possible, a minimum of 2
Eﬁ“"“ I$1H2[E observations should be conducted within the first 24 hours of the studv with preferabl
(Ei*ﬂ D24 at least 3 hours between observations. For example. fish could be inspected at 2+ 0.5 I,
H:\IT: & YUBIIC 5+1h and ’?4 i 2 h after the 5ta1‘[ of the ex osure dav 0-1). On days 2 4 of the test all
/i 7 - dz ‘eferabl

2[8])

late afternoon to best cover the 24-hour periods). Mortalities and visible abnormalities

m regard to equilibrium (e.g. loss of balance, head up or down, floating at surface or

sinking), appearance (weak or dark pigmentation, exophthalmia), ventilatory behaviour

Clinical Sign (e.g hype_r,‘hypq or i11‘¢g111a1‘ \Fe11tilatio11, coughing) and swimming behaviour (hyper or

(ZHRRER) hypo activity. immobility, coqwﬂsmusr ‘near spr_face or bottom, dense or 1osls of

e schooling) are recorded. If possible, additional clinical signs may be reported, as listed
DEHE IR in Annex 4. Tables 1 and 2.

27. Mortality: Fish are considered dead if there is no visible movement (e.g. gill
movements) and if touching of the caudal peduncle produces no reaction.? Mortalities
i@ at %R are recorded, and dead fish are removed as soon as they are observed.

mRHOHLDANE 28. Humane Killing of fish: Surviving fish of the treatment groups are euthanised

SRS UaN at the end of the exposure, whereas euthanasia of surviving control fish is not required,
but they should not be used in another test. For the method of euthanising the fish, please
refer to the respective national or (EU) guidance (e.g. Directive 2010/63/EU) (European
Commission, 2010). ?
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Clinical Signs (Annex 4, Table 1)
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TABLE 1: Clinical s
Drummond et al, 1986
laboratories. -shaded r

15 0 t-’,el ved in fish Eompl]ed from publications (CCAC

011) and T
ows are the major categories of v

score sh

ble abnormality for

20015; Rufli
ded by indi

201
dual
which recording has

eets pro

been mandatory in TG203 since 1992. Shaded rows are optional explanatory sub -categories.

|Definition

ISgnu nyms

[Loss oF muluamum (sub-categories below)

|abnormal horizonta! orientation

Loss of balance displayingas abnarmal horizonts
orientation/posturein water column

Keeling, lost righting reflex

labnormal vertical arientation

Head-up or head-down pasture

Loss of buoyancy control

Floating at surface or sinking to the bottom

[ABNORMAL SWIMMING BEHAVIOUR (sub-categories below)

Hypoactivity

Decrease in spontaneous activity

Torpid, apathy, |ethargy, weak, immobility, in:
swi

vity, ceased

inz. quiescent

Hyperactivity

Increase in spontaneous activity

Erratic swimming, skittering

Jcorkscrew swimming

Rotation around long axis; erratic movements, often in
bursts

Rolling, spiralling, spiral swimming, tumbling, circling
movements

B,

Convulsions

Abnormal involuntary and uncontrolled contraction of
muscles

Seizures, twitching, muscle spasms, shaking. shuddering,
vibration

[Tetany

Rigid body musculature (intermittent or permanent}

Paralysis

Irritated skin behaviours

Flashing, scraping, rubbing

Abnormal surface
distribution/behaviour

Abnormal depth selection, close to water air interface

|lumping. surfacing: en/at/near/just below surface/top

|abnormal bottom
distribution/behaviour

Abnormal depth selection, close to base of tank

Diving, sounding; Lying on/ arientation to / collecting at / near /|
just above hottom

|Over-reactive to stimulus

Flight (startie) or avoidance response to: visual (hand

Under-reactive to stimulus

passing over top of tank, light beam}, tactile {touch] or
vibration (t2nk rapped lightly] stimulus

Hyperexcitability; hyperactivity after smulus /threat

Not responsive to external stimulation; inactivity after stimulus/|
threat

Loss of schooling / shoaling behaviour

Individual fish show loss of aggregating and social
interactions

isolation, social isolation

Dense schooling / shoaling behaviour

Increase in clumped association of fish

Crowding

Hyperventilation

[ABNORMAL VENTILATORY (RESPIRATORY) FUNCTION (sub-categories below)

Increased frequency of opercular ventilatory movements,
with possible open mouth and extended operculae

Rapid/strong respiratary rate/ function. Heavy gi
strong ventilation, strongly extended gills, abnos
activity, operculae spread apart, mouth open

mavements,
apercular

Hypoventilation

Decreased frequency of (and possibly shallow) opercular
ventilatory movements

Reduced/laboured/weak/slow respiration/respiratory
i ation

irregular ventilation

Irregular opercular ventilatory movements

Sporad;

spasmodic respiration / gill movement

coughing

Fast reflex expansion of mouth and operculae not at water
surface - assumed to clear ventilatory channels

Gasping abnormal opercular activity, yawn

Gulping

Mouth (and opercular) mavements at water surface,
resulting in intake of water and air

Piping

Head shaking

Rapi |ateral head movements

[ABNORMAL SKIN PIGMENTATION (sub-categories below)

Changed / increased / darklened) colour / pigmentation /

Darkened

melanistic markings
Lightened Pallor, pale/changed/weak pigmentation
Mottled Discoloured patches

OTHER VISIBLE [APPEARANCE & BEHAVI

IOUR) ABNORMALITIES (sub-categories below)

Exophthalmia

Swelling within orbital socket(s)
or both eyes

ulting in bulging of one

Exophthalmos, exophthalmus, popeye, protruding eyeball

joedema

Abdominal swelling due to accumulation of fluid. May
cause protruding scales and/or fissure in sbdominal wall

Distended/swollen/bloated abdomen/gut area; dropsy

Haemorrhage

Petechias (pinhead sized spots) and/or haematoma (area of
blood) due to intradermal or sub-mucus bleeding

Excess mucus production

Mucus build-up (pay close attention to eyes); increased
secretion (mucus on skin or in water); mucus loss

Faecal (anal) casts

String of faeces hanging from anus or on tank floor

|Aggression and/or cannibalism

Aggression, direct att
ator eat bodies of dead fish

. domination of choice tank locations,

EREZBFR] D (Annex 4, Table 2)

2-3,5-6, 24, 30, 48, 54, 72, 78, 961 H2[E5+8[EI M ERER

TABLE 2: Example format for sheet to record clinical s
ng an abno

number of individual live fish ol

erved d

If no abnormalities o
sub-categories for re

1 2

record "NAO". Otherwis
isible abnormalities

record the

tudy & tank details

Da

0. 23 hours

Day 0, 5-6 hours

15 Day 1, afiernoon

Da

Day 3, aftemoon Day 4, maming

Start

25h

55h

30h

A5 h

7= h 96 h

o, moribundg =

o, dead removed

2 bnor

Loss of buovancy control
| e

Hypoactivity

Hypera

| behaviours

labnormal surtace behaviour

| bottom distributicn /e haviour

& o stimulus

'8 / shoaling behavious

& / shoaling behaviour

[aBNORMAL VENTILATORY FUNCTION

jcougning

[sulping

Head shaking

[ABNORMAL SKIN PIGMENTATION

Dakening

Ligt "

rMottica

[oTHER ViSIBLE ABNORMALITIES

Exophthalmia

foca

Haemonhage

rccus secretion

Faccal (anal) ¢

s

ons on andfor ©

ot

*at present there is no international agreement on the definition of meribund.
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LIMIT TEST

30. Using the procedures described in this Guideline, a limit test may be performed
for 96 hours at 100 mg/L or at the limit of solubility in the test medium under test
conditions, or at the threshold concentration as defined in Annex 1, whichever is the
lowest, in order to demonstrate that the LCsp 1s greater than this concentration. The limit
test should be performed using at least 7 fish, with the same number in the control(s).*
If visible abnormalities are observed, these should be recorded (see Annex 4 for a
comprehensive list of sublethal clinical signs that may be recorded on a voluntary basis
1 addition to the observations mentioned in paragraph 26). The limit test is considered
valid. if the control mortality is < 10%. or 1 fish if fewer than 10 control fish are used.

1 (b L<I310%) FETC L THREHR
DRRILE LTHWNT? 77

A Y b

 Clinical SignsQUEE) — FEDRAA R - EELIFEAETR
BT > BEMIZER

e MoribundityWEB A XETFTDHEBEREDR LIZDGMNS

- HEBRAEODEMVAKYSA X, BEEDCDERIZEZTE

s BRAMFOBARDARDEZA LDHERE (REFAER. X
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o RMEBREEHE-GHREICE >THEIIMNMTONESZ EIFRER
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EEERE X ENF-HHERE)

75



OECD

=14%F 8 R T LKATE(1)

https://kate.nies.go.jp
KAshinhou Tool for Ecotoxicity

Ecotoxicity prediction system

KATE (Kashinhou* Tool for Ecotoxicity)lXIRIZREDEREETF (FRL
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2)51 3H LKATEzozot LTY=a—7ILE

= > ERBETFMLAT

KATE KAshinhou Tool for Ecotoxicity
=& ERBEFURTL

nnnnnnn
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m

> CHERR > KATE

-7

NIES KATE2017 on NET

Results

User Login > Input >

Output from https://cactus.ncinih.gov may be shown here. ) ) . ) ) .
Thanks to Chemical Identifier Resolver Service provided by NCICADD Group.
molecular editor JSME Editor .

SMILES can be generated by usir
Glossary is here .

The KATE system can predict ecotoxicity of organic chemicals only.
KATE2017 cannot predict ecotoxicity of chemicals represented as following types of SMILES:
i. SMILES which includes elements other than H. C, N, O, F, Si, P. S, Cl, As, Br, Sn, and L.
ii. SMILES which includes ions other than ammonium [N+] or pyridinium [n+].
iii. SMILES which includes ".", i.e. SMILES which expresses a mixture,

The strings such as [Na], [K], [Li], [Na+]. [K+] and [Li+] in SMILES should be replaced by the protonated forms.
For example, "clcecec| O[Na]” needs to be replaced by "cleceec10™,

Input SMILES of your chemical

[CAS to SMILES, IUPAC Name| [Name to SMILES, CAS| [SMILES to CAS, IUFAC Name|

{t2tEE, YWEHA, SMILES,
e ELL EMNDEREEM
2 PG

CAS Name

« SMILES .
| |

* log ' Recommended

Predict

m

=0 R T LAKATE(4)

tH D #FER B

CASRN® 622-06-8
Chemical 1-ethyl-4-methvi-benzene
SMILES CCelece(Cecl
Molecular Weight | 120 19
Measured Value in KOWWIN Database |3.63
logP Calculated Valule by KOWWIN [3.5787
User Input Value |update\
QSAR Results
Fish (chronic) sh (acote) El Daphnia (chronic) Daphnia (acute) zae (chronic) Algae (acute) |
Ex R2<07 | Mlg2<[os | Hla<[s | |
Type of Predicted Toxicity log P Predicted Applicability Domains Statistics of QSAR Class
QSAR Class Name'! Sack et [ | e e
e pecies . ype o vpe use s ¥ Tateeval i 3 5 5 ay
(acute/chronic) Duxation Toxicity | for Prediction Value | [mg/L] SITUEtary Il B Q) BMEE S
D ¢ 5o arratic wio X fosed Rl Fish (acute) 9-hr | LCS0 |Measured 3.63 5 [0.98, 26] in in |0.7899 |0.7080 | 03173 | 23(1)
T — Fish (acute) 26-hr LC50 | Measured 363 49 [0.99, 24] in i |0.9156 [0.0110 | 0.3546 |151(25)
0 ¢ ¥ aromatic wio X, fissed R=0 Daphnia (acute) | 48hr | EC50 | Measured 363 17 [043.7] in in [0.8251 [0.7501 | 0.2554 | 17(0)
L2 parcotic group (Daphnia acute) Daphnia (acute) | 48-hr | ECS0 | Measured 3.63 19|  [041,9.] in in |0.8416 |0.8331 | 03379 | 82(15)
o A . R Algae (acute) 724 | ECS0 |Measured 3.63 [o49. ! in 07969 |0.7772 | 0.4135 | 49(3T)
2 Cros Xwio i+ unreactive (Fish chronic) | Fish (chronic) = NOEC | Measured 3.63 023 | [0.016,33] in in 07424 |06408 | 045] 12(0)
I piccotic giiap (Fish chronic) Fish (chronic) - NOEC | Measured 363 024 [0015.39] in in 07441 |0.6313 | 04571 | 110
1D ¢ % aromatic wio X, fused R=0 Daphnia (chronic) | 21-day | NOEC |Measured 3.63 034 |  [0.00,13] in n 09137 |0.8913 | 0.2362 | 15(0)
IO parcotic group (Daphnia chronic) Daphuia (chronic) | 21-day | NOEC |Measured 363 [0.027, 23] in in [0.7503 07362 | 04806 | 74(8)

* 1 The query chemical may be classified into multiple QSAR classes. Click ~™ to see the details of the QSAR model

* 2 KATE evaluates the applicability domain of the QSAR class as "Structure judgement” based on the predefined substructures.
"in": All substructures of the query chemical are included in the list of substructures found in reference chemicals of the QSAR class
"in (conditionally)”: Basically same as "in", but the query chemical also contains substructure(s) in "narcotic group”
"out of": In the query chemical. there is at least one substructure(s) that is in neither the reference chemicals of the QSAR class nor those of "narcotic group”.
In the case of "in" or "in (conditionally)". the query chemical is regarded as within the applicability domain for structure.
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DERTARYA Chironomus yoshimatsui
@3axkE Hyalella azteca
QAA=zPra Daphnia magna
@Hr<zIPoa Moina macrocopa
G|l=txa+¥ I P> [ceriodaphnia dubia
. Paratya compressa

I
©RHTE improvisa
D A5 H Orizias latipes
£S5 Danio rerio

v KAy R =
© 33 v EAvE Pimephales promelas
TAHAILFT Wcartia tonsa
7 3 lAmericamysis bahia
(WEPP2=13:] Daphnia pulex  fih 558
Bavxs4v Lemna minor

https://www.nies.go.jp/kenkyu/yusyo/suisei/index.html| _.
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