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Uvod - O ¢em to dnes bude?

- KViz

* historie a navaznost na SAICM

* nastroje v REACH

- Chemicals Strategy for Sustainability

- HBM4EU

 Horizon Europe PARC - EU Partnership
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Regulace chemickych latek v EU

« Smeérnice 67/578/EHS o klasifikaci, baleni a oznacovani chemickych latek. Od
roku 1967 stanovila pozadavek uvadét na trh chemické latky a smési se zjiStenymi
vlastnostmi (klasifikované). Tato smérnice byla postupné novelizovana, doplnovany
dalsi pozadavky.

* Smernice 91/155/EHS, kterou se k provedeni clanku 10 smernice 88/379/EHS
vymezuji a stanovi podrobna opatreni k systému specifickych informaci pro
nebezpecné pripravky. Pozadavek na bezpecnostni list

« Smérnice 79/831/EHS uvadi pozadavek registrace (notifikace)novych
chemickych latek, tj. povinnost dodat predepsané udaje o vlastnostech — pro latky
uvedené na trh po 18. zari 1981. Registracni Cislo téchto latek se nazyva cCislo
ELINCS. Evropsky seznam oznamenych chemickych latek (European List of Notified
Chemical Substances, ELINCS)

« Postupné predpisy na dovoz a vyvoz latek, jejich prepravu, rostlinolékarské
pripravky, detergenty, spravna laboratorni praxe atd. Celkem 40 ruznych predpisu.
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A co EU? - historie

* Postupné predpisy na dovoz a vyvoz latek, jejich prepravu, rostlinolékarské
pripravky, detergenty, spravna laboratorni praxe atd. Celkem 40 ruznych
predpisu.

ALE jednim z klicovych problému bylo:

Nerovnovazny stav mezi ,,novymi“ a ,,starymi‘ latkami

,Nové latky“ (4 000) — pomérné dobre otestované, jednotné hodnoceni

,Staré latky“ (30 000) — rozSirené, bez jednotného hodnoceni

Informace o rizicich nebyly dostatecné, proto narizeni Rady (EEC) 93/93 o
hodnoceni a kontrole rizika existujicich latek. Tyka se vysokotonaznich latek,
bylo vybrano 140 latek.

ale stale nestacilo.. az priSel SAICM koncept a to polozilo zaklad ramcovému
nakladani s chemickymi latkami v EU
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Kam REACH smeéruje?

“Chemicky cil”
Do roku 2020 zaijistit, aby byly chemické latky vyrabeény a pouzivany tak, aby se
minimalizovaly jejich nepriznivé dopady na lidské zdravi a Zivotni prostredi.

(Cile milénia, Rio de Janeiro 1992)
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SAICM

5 oblasti
> Snizovani rizik
Zvysovani znalosti a informace
Rizeni / institucionalni opatfeni
Budovani kapacit a technicka spoluprace

A A A

Nezakonné mezinarodni obchodovani

Zakladni dokumenty SAICM:

« Deklarace (High-level Declaration)

« Ramcova politicka strategie (Overarching Policy Strategy)
e Globalni plan cinnosti (Global Plan of Action)
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Pro¢ byl REACH vytvoien? (I - PREAMBULE)

Narizeni Evropského parlamentu a Rady (ES) c. 1907/2006 o registraci, hodnoceni, povolovani a
omezovani chemickych latek a o zrizeni Evropské agentury pro chemické latky REACH (Registration,
Evaluation, Authorization and restriction of CHemicals)

R — registration (registrace)
E — evaluation (hodnoceni)
A — authorization (povolovani) and restriction (omezovani)

CH — chemicals (chemikalii)

1

Toto narizeni by mélo zajistit vysokou Uroven ochrany lidského zdravi a Zivotniho prostredi a volny
pohyb latek samotnych a obsazenych v pripravcich a v predmétech a souCasné zvyseni
konkurenceschopnosti a inovace. Toto narizeni by rovnéz melo podpofit rozvoj alternativnich
metod hodnoceni rizik latek.

6
Toto narizeni by mélo prispét ke splnéni strategického pristupu k mezinarodnimu nakladani s
chemickymi latkami (SAICM), prijatého dne 6. Unora 2006 v Dubaiji.
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Co ma Evropska unie?

Narizeni Evropského parlamentu a Rady (ES) c. 1907/2006 o registraci, hodnoceni,
povolovani a omezovani chemickych latek a o zrizeni Evropské agentury pro chemické
latky REACH (Registration, Evaluation, Authorization and restriction of CHemicals)

R — registration (registrace)

E — evaluation (hodnoceni)

A — autorization (povolovani) and restriction (omezovani)
CH — chemicals (chemikalii)

- REACH je nafizeni, plati tedy v CR automaticky a je nadrazeno zakonu o CHLP/S

* systém kontroly chemikalii: pouzivani chemickych latek se znamymi viastnostmi a to
zpusobem, ktery neposkozuje Zivotni prostredi a lidské zdravi.

* Registrace se tyka latek vyrabenych v EU nebo do ni dovazenych v mnozstvi vetSim nez
1 t/rok, které musi byt postupné zaregistrovany behem 11 let (2008-2017)

* Po roce 2018 musi byt reglstrovany vsechny nove latky

* Prislusnym narodnim organem (kompetentni autoritou) pro zajisteni provadeni v CRje
MZP, spoluprace MPO, MZd, Kontrolnim organem CIZP
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Co vse REACH pokryva?
*REACH SE NEVZTAHUJE NA:

* Radioaktivni latky, latky pod celnim dohledem, neizolovane
meziprodukty, odpady, latky ve fazi prepravy, Iatky v zajmu obrany

* Vyjimky z registrace (latky nepodléhajici registraci)
« Polymery (monomery ano), IéCiva, potraviny, krmiva
» Latky rostlinného a zZivocisného puvodu (Pfiloha 1V)

- Chemicky neupravené prirodni materialy, hydraty, vodik, kyslik, dusik,
vzacné plyny (Priloha V)

e Lat
e Lat
e Lat

Ky V. humannich a veterinarnich pripravcich, potravinach
KY povazovaneé za registrované

Ky na ochranu rostlin, biocidy (registrace dle Narizeni ES c.

2032/2003, € 1048/2005)
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Co vse REACH pokryva?

4 hlavni oblasti
registrace
hodnoceni
povolovani
omezovani

Ustanovuje Evropskou chemickou agenturu a

V 17 prilohach jsou prevazne metodické navody (“kucharky”) na plneni

narizeni (priloha Il stanovuje podminky pro obsah bezpecnostniho listu
(novelizace!), priloha XIV seznam latek SVHC, priloha XVII seznam
latek, jejichz vyroba a pouziti je omezeno (zakazano)
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REGISTRACE

*Povinnost registrace se vztahuje na vyrobce, dovozce nebo vyhradniho
zastupce vyrobce ze treti zemé. Bez registrace neni mozné latky
vyrabéet ani uvadeéet na trh v Clenskych statech EU.

*Registrace jiz uzivanych latek, se od cervna 2008 do 2018 provadi u
ECHA, se tyka latek jak latek samotnych, tak latek obsazenych v
pFipravcich nebo uvolfiovanych z predmétu v mnozstvi 1t/rok a vy3$Sim.

-Kalendar registrace = sladovani pozadavku (viz dalsi slide)

*Noveé registrace nezalezi na tonazi — tj. musi byt registrovana kazda
chemicka latka, ktera je uvadeéna na trh.

*Priregistraci latek o tonazi vetsi nez 10 t — zprava o chemické

bezpecnosti
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REGISTRACE

Kalendar

|. Do 1.12.2010 latky vyrabéné v mnozstvi vetsim nez 1t/rok — latky
karcinogenni, mutagenni, toxické pro reprodukci, kat. 1 nebo 2, latky vysoce
toxické pro vodni organismy v mnozstvi vetsim nez 100t/rok, a ostatni latky
v mnozstvi vétsim nez 1000t/rok

I1.Do 1.6.2013 latky vyrabené v mnozstvi vetsim nez 100t/rok
lIl.Do 1.6.2018 latky vyrabené v mnozstvi vetsim nez 1t/rok.

VyjimKky z registrace - 5 let vyzkum, vyvoj
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Bezpecnostni list

*zakladni dokument shrnujici informace o vlastnostech latky nebo
chemické smesi

*vyrobci nebo dovozci jsou povinni jej vyhotovit (v urednim jazyce
prislusného statu EU)

*predepsana struktura - pozor, zmény - viz web ECHA

*https://echa.europa.eu/requlations/reach/downstream-users/
communication-in-the-supply-chain/safety-data-sheets

*vyrobce odpovida za spravnost

*ma byt k dispozici zamestnancum kteri s latkou pracuiji, organum
statni spravy i konecnym uZivateltim (napr. v drogerii byste jej mél
dostat k nahlédnuti na pozadani)
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https://echa.europa.eu/regulations/reach/downstream-users/communication-in-the-supply-chain/safety-data-sheets
https://echa.europa.eu/regulations/reach/downstream-users/communication-in-the-supply-chain/safety-data-sheets

HODNOCENI

* Hodnoceni dokumentace — u registrovanych latek, provede
Agentura kontrolu registracni dokumentace (dle ¢l. 41) a na
zakladé vybéru poveri nektery clensky stat hodnocenim dané latky
— 5 % registrovanych latek

Hodnoceni latky — podminky pro hodnoceni latek
« Hodnoceni meziproduktu

*SpolecCna ustanoveni
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POVOLOVANI

*Proces povolovani se vztahuje na latky SVHC (latky vzbuzujici velmi
velké obavy). Cilem povolovani je kontrolovat rizika plynouci z SVHC

latek a postupne tyto latky nahradit vyhodnymi alternativnimi latkami.
Pokud vyrobce, dovozce nebo nasledny uzivatel neziska specialni
povoleni, nebude moci SVHC latky uvadét na trh nebo je sam pouzivat.

*Povoleni bude vyrobcum, dovozcum a naslednym uzivatelUm udéleno
pouze za predpokladu, Ze dolozi skutecCnost, Ze rizika plynouci z jejich
pouziti jsou rizena a prevazi je socioekonomické prinosy.

-Latky podléhajici povoleni jsou uvedeny v priloze €. XIV narizeni
REACH.

Priloha XIV obsahuje celkem 54 polozek (stav brezen 2020) - https://echa.europa.eu/cs/authorisation-list
seznam kandidatskych latek (candidate substances) ma v breznu 2020 205 latek a jen z nich Ize vybirat pro zarazeni do prilohy

XIV - https://echa.europa.eu/candidate-list-table
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https://echa.europa.eu/cs/authorisation-list
https://echa.europa.eu/candidate-list-table

OMEZOVANI

*V zajmu ochrany lidského zdravi a zivotniho prostredi jsou pro
latky predstavuijici urcita rizika stanoveny omezujici podminky

jejich vyroby, uvadeni na trh nebo pouzivani.
Tyto latky jsou uvedeny v priloze XVII narizeni

*Priloha XIV obsahuje celkem 54 polozek (stav

REACH.
orezen 2020)

-https://echa.europa.eu/cs/substances-restricted-under-reach
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https://echa.europa.eu/cs/substances-restricted-under-reach

Mame legislativu!
Hura!

Legislativu naplnujeme? ...

StacCi nam to?
NE!
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rok 2016
Evropska priorita: SniZeni negativnich dopadu chemickych expozic

|dentifikovana mimo jiné v Ostravské deklaraci prijaté 6. Evropskou konferenci

ministrd zdravotnictvi a Zivotniho prostfedi v roce 2017.
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Potreba podporovat otevreny, transparentni a relevantni vyzkum environmentalnich a zdravotnich rizik, ktery

zajisti znalostni bazi pro politické rozhodovani a ucinnou prevenci.

Prvnim krokem je spoleCny evropsky program Human BioMonitoring for Europe podporovany Horizon 2020 a
/

E | ens ky’m I Stéty HBMAEU science and policy

m / for r’:f‘-if'ri‘.lh':,“;l..lk.'!~ii'

Nové evropské partnerstvi pro hodnoceni chemickych expozic pripravované v programu Horizon Europe

predpoklada vytvoreni dlouhodobé udrzitelnych sdilenych kapacit, novych nastroju a validovanych metod pro

ziskavani, zpracovani a analyzu dat. - LB

................
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Projekt HBM4EU (2017-2021)

-~
AlE I science and policy

m for a healthy future

https://www.hbm4eu.eu/
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HBM4EU is coordinating and advancing human
biomonitoring in Europe.

* It is generating evidence of the actual exposure of

citizens to chemicals and the possible health
effects in order to support policy making.

The project is building bridges between the research
and policy worlds in order to deliver benefits to
society in terms of enhanced chemical safety.

The initiative represents a novel collaboration
between scientists and chemical risk assessors
and risk managers, including several Commission
services, EU agencies and representatives for the
national level.

It is a joint effort of 28 countries, the European
Environment Agency and the European Commission,
co-funded under Horizon 2020.

This project has received funding from the European
Union's Horizon 2020 research and innovation pro- 19
gramme under the grant agreement No. 733032.



Projekt HBM4EU (2017-2021)

/ Human BioMonitoring for Europe

HBMA4EU 2017-2021

N

* Exposure of European population to toxic compounds
» Special focus on the EDCs
» |dentification of sources and exposure pathways
* Toxic mixtures
sclence and pOlicy * Linking chemical exposure and health outcomes
for a healt hy future * Harmonising the national and European studies
* Exposome - factors affecting health
https://www_hbm4eu_eu/ » Availability and joint interpretation of data
* Impact on decision taking and policy making
* Positive impact on population health
* Changing trend of the chronic diseases development

This project has received funding from the European
IVI U N I ‘ R E c E T 0 X Union's Horizon 2020 research and innovation pro- 20
gramme under the grant agreement No. 733032.




Joint
HBMA4EU

Survey(s)

- aligned
studies
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Recap: Who is participating ?

Children 6-11 years
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Targeted analysis

v’ Pesticides
v Acrylamide

v" Phthalates + DINCH
v" Flame retardants

Country coverage
North 21%  East11%
-Norway -Hungary
-Denmark -Slovakia
-Poland
South 28%  West 40%
-Slovenia -France
-Greece -Germany
-Italy -The Netherlands
+ Belgium

Sample size

#2950

This project has received funding from the European
Union's Horizon 2020 research and innovation pro- 1
gramme under the grant agreement No. 733032.



Joint Recap: Who is participating?

HBMA4EU Teenagers 12-19 years
S u rvey(S) Targett;d analysis y

v Phthalates + DINCH
- v" PFAS
- al Ig ned v' Arsenic species
- ' v' UV-filters
studies

Country coverage
North 21%  East 11%

-Norway -Czech Republic

-Sweden -Slovakia
@ -Poland

South 28% West 40%

-Slovenia -France

-Greece -Germany

-Spain -Belgium

Sample size |

#2900

This project has received funding from the European
Union's Horizon 2020 research and innovation pro-
gramme under the grant agreement No. 733032.

MUNTI |RECETOX

22




Joint Recap: Who is participating ?
HBM4EU Adults 20-39 years
S u rvey(S) Targeted analysis

v" Bisphenols v Acrylamide

. ' B\/ Cadmium ¥ UV-filters
allgned : v’ PAH’s v Mycotoxins
stu d ie S B Country coverage |

North 21%  East 11%
-Iceland -Czech Republic

Shrnuti @ e ool

South 28%  West 40%

-Portugal -France

-Croatia -Germany
-Luxembourg
-Switzerland

Sample size

. #3165

AT This project has received funding from the European
IVI U N I ‘ R E c E T 0 X * * Union's Horizon 2020 research and innovation pro- 23
T % gramme under the grant agreement No. 733032.



What do we aim to achieve with these aligned

Joint studies?

HBM4EU

Su WEY(S) Coordinate and advance human biomonitoring in Europe

» Provide evidence for chemical policy making

aligned
studies

[
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\f\ chemical risks
( HBMA4EU "‘L "\' » Recent comparable EU wide HBM data are required
i
M )‘{,_f » Many HBM initiatives in Europe are aimed at
\ ' y national interests, no overarching strategy
J’ » Ongoing/planned European HBM initiatives are
aligned and brought together under the joint

S » Inform the EU citizens about their exposure and
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HBMA4EU survey

The resulting data will serve as Baseline data for chemical exposure of
EU citizens in support of environment and health policy.

01/10/2020 4th Governing Board meeting [ a l

I his project has recelved funding from the European
M U N I | R E c E T 0 x Union's Horizon 2020 research and innovation pro- o4
gramme under the grant agreement No. 733032.




Joint
HBMA4EU

SU rvey(s) Joint HBMA4EU survey:

v’ Targets 3 age groups: children, teenagers and adults

Take home messages

aligned
studies

v Recent exposure data of 9585 EU citizens from 22 EU countries + Israel

v Collect information of 80 exposure biomarkers from 11 chemical substance groups
S h n Uti v' Measurements are quality assured

v" Data are harmonized and will become available

v’ Results provide a baseline for chemicals exposure of EU citizens

gramme under the grant agreement No. 733032.

IVI U N I ‘ R E c E T 0 X _ Union's Horizon 2020 research and innovation pro- o5



WHO/UNEP monitoring of human milk pooled samples

A c O Ve QUESTIONNAIRE FOR POTENTIAL HUMAN MILK DONORS Section 2: Screening Questionnaire

Name of Interviewer:

Date of interview

P4 (dd/'mm/yyyy):
svete ? Fourth WHO-Coordinated Survey of Human Milk for Place of intercien
" Persistent Organic Pollutants
1. Are you planning to breastfeed your child?
CONFIDENTIAL! Yes [] No[]
F u n g uj e Section 1: Personal Information 3 Ts this vour firet child?
Name Phone number Today's Date Yes [] No[]
— (dd/mm/yyyy)
uz =
3. Are you expecting a single child? (not twins)

Address

davno! o

4. Are you having a normal healthy pregnancy?

Yes [] No []
Section for National Coordinator 5. Have you lived in your current area for 10 years?
Individual Identification Pool Identification Code Yes [] No [] Actual

Code

6. Are you under 30 years of age?

Yes [] Ne [ Yes[] No []
If yes, date of birth

Is the participant eligible?

What is the status of donor in regard to the survey?

Selected [ ] Alternate [ ] Not Selected [ ] 7. Do you live near incinerators, pulp and paper industries. metal industries or where chemicals are
produced
If this mother has been pre-selected to donate a sample (or is designated as an alternate), the top of Yes [] No []

Section 4 should be completed and detached from this questionnaire. Section 4 should be sent to
the clinic to be completed at the time of sample collection.

GMP Stockholmské umluvy... MUNI|RECETOX




GMP Reports On-line Data Visualization
AVAILABLE DATA - PARAMETERS

Matrix: Breast milk | Sampling method: null| UN region: null| Compound: null | Year: 2000
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Matrix: Breast milk | Sampling method: null | UN region: null | Compound: null | Year: 2008

GMP Reports On-line Data Visualization
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GMP Reports On-line Data Visualization
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GMP Reports On-line Data Visualization
AVAILABLE DATA - PARAMETERS

Matrix: Breast milk | Sampling method: null| UN region: null| Compound: null | Year: 2002
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WHO/UNEP monitoring of human milk pooled samples for the GMP
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A co dal?
Zelena dohoda pro Evropu (EU Green Deal)

®

Q Chranit ob&any pfed nebezpetnymi chemickymi latkami pomoci nové strategie udrZitelnosti
chemickych latek k zajisténi prostfedi bez toxickych latek.

e Vyvinout udrZiteln&jsi alternativy.

e Spojit lepEi ochranu zdravi se zvyZenou
celosvétovou konkurenceschopnosti.

e Zlepsit pFedpisy tykajici se posouzeni
latek uvedenych na trh.

NI |[RECETOX



ZP bez toxickych latek — 2 systémové priority

- Efektivnéjsi vyuziti agentur EU a veédeckych instituci = smérem k premise
Jjedna latka v EU — jedno hodnoceni v EU”

« Zajisteni rychlejsi reakce regulacniho ramce na vedecké poznatky v
oblasti rizik (endokrinni disruptory, nebezpecné chemické latky ve vyrobcich
- i dovazenych - kombinované ucinky ruznych chemickych latek a vysoce

perzistentni chemické latky).

= EU Partnership for Chemicals Risk Assessment
na 7 let (2022-28) v ramci Horizon Europe
spoluprace EK-Clenské staty, EU agencies

MUNI|RECETOX



Context for the PARC proposal

Challenges: Risk assessment agencies and Horizon Europe
regulator.y b.odles and associated resear ch A partnership to boost research and innovation
community in the EU are confronted with in support of chemical risk assessment

persistent science-regulatory gap Responding to policy priorities:

gaps in knowledge of and information on hazards, SDGs, 2019 Council Conclusions, Green Deal, Towards a

occurrence and exposures to chemicals and Sustainable Chemicals Policy Strategy ...

mixtures .
Requirement:

scattered and non-accessible evidence . . . .
A joint research and innovation roadmap set by risk

screening, testing and assessment methods to be assessors & managers in consultation with academia,
developed, validated and taken-up association, industry and other stakeholders

duplication of efforts and inefficient use of resources

insufficient risk‘comm‘gnil(;a)tion

Fe | Worked on it with a Steering Group (Sept 2019-Nov 2020):
A /| 25 countries: AT, BE, CH, CY, CZ, DE, DK, EE, ES, FI, FR, GR,

e HR, HU, IS, IT, LV, LU, NL, NO, PL, PT, SE, SI, SK

"= And ECHA, EEA, EFSA, JRC,

T
g A DG R&I, DG SANTE, DG ENV, DG GROW & others
R S (AR -’ i F;/{_.:/
Concept paper published early June 2020: ) 4
Provides an overview of the context, objectives and expected impacts and the planned implementation
with the suggested structure, activities and governance



https://ec.europa.eu/info/files/european-partnership-chemicals-risk-assessment_en

Specific objectives of the Partnership

The general objective is to:

Consolidate and strengthen the EU's research and innovation capacity for chemical risk
assessment to protect human health and the environment and contribute to a non-toxic
environment and a circular economy.

The impacts related to the specific objectives
will be seen on 3 levels by:

Specific objective 3  capacities and platforms for R&




Objectives-oriented structure 9 work packages

WP 1 - Partnership
managementand
coordination

Capacities and platforms for research and innovation (SO3)

WP 7 - FAIR data (003.1) WP 8 — Concepts and Toolboxe WP 9 - Capacities
# Data policy (management, harmonisation, (003.3) (003.2,003.4)
interoperability, exchange) e Safe and Sustainable-by-Design '\ ¢ Laboratory capacities and
e Data libraries e Early warning system networking
* Innovation for data analysis and uncertainty * Integrative Models . Ifallzln!; and capacity
uilding

SO: Specific Objectives
00: Operational Objectives
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