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DEL PLANUOJAMU DIREKTYVOS 98/24/EB IR DIREKTYVOS 2004/37/EB
PAKEITIMU, SUSLJUSIU SU SVINO IR JO NEORGANINIU JUNGINIU BEI
DIIZOCIANATU RIBINEMIS VERTEMIS

Informuojame, kad Europos Komisija, siekdama stiprinti darbuotojy sveikatos apsaugq ir
sauga darbe bei uZkirsti kelig profesinéms ligoms, pateiké Pasiiilymq dél Europos Parlamento ir
Tarybos direktyvos, kuria dél svino, jo neorganiniy junginiy ir diizocianaty ribiniy verciy is dalies
keiciama Tarybos direktyva 98/24/EB ir Europos Parlamento ir Tarybos direktyva 2004/37/EB
(toliau — Pasitilymas). Pasitilymas parengtas po konsultacijy su Europos socialiniais partneriais,
jvertinus mokslinius duomenis, remiantis poveikio vertinimu'.

Pasitilymo tikslai: 1) remiantis mokslo ir technikos Ziniomis, padidinti Svino profesinio
poveikio ir biologinés ribiniy verCiy veiksminguma Kancerogeny, mutageny ir reprotoksiniy
medZiagy direktyvoje (toliau — Direktyva 2004/37/EB)” ir nustatyti diizocianaty ribines vertes
Cheminiy veiksniy direktyvoje (toliau — Direktyva 98/24/EB)? 2) uztikrinti labiau suderintg ir
veiksmingesne darbuotojy apsauga nuo Svino ir diizocianaty Europos Sajungoje, taip prisidedant
prie profesiniy ligy naStos mazZinimo.

Konkrecios Pasitilymo nuostatos:

— 3$vino profesinio poveikio ribiné verté (darbo aplinkos ore) sumazinama nuo 0,15 mg/m? iki
0,03 mg/m’;

— Svino biologiné ribiné verté sumaZinama nuo 70 pg Pb/100 ml kraujo iki 15 pg Pb/100 ml
kraujo;

— sumazinamos Svino koncentracijos vertés, indikuojancios papildoma medicininj patikrinima:
jis bty atliekamas, jei patirtas didesnis kaip 0,015 mg/m?3vino koncentracijos ore poveikis,
apskaiCiuotas kaip 40 valandy per savaite dinaminis svertinis vidurkis (Siuo metu
Direktyvoje 2004/37/EB nustatyta: 0,075 mg/m®), arba kai nustatyta Svino koncentracija
atskiry darbuotojy kraujyje virSija 9 pg Pb/100 ml kraujo (Siuo metu Direktyvoje
2004/37/EB nustatyta: 40 pg Pb/100 ml kraujo);

— papildoma rekomendacija, kad Svino koncentracija vaisingo amZiaus motery kraujyje
nevirSyty vertés, taikomos bendrajai populiacijai, kuri nepatiria profesinio Svino poveikio,

! Poveikio vertinimo ataskaita (tik angly kalba): https://eur-lex.europa.eu/legal-content/L. T/TXT/?uri=CELEX

%3A52023SC0035&qid=1678113330295
22004 m. balandZio 29 d. Europos Parlamento ir Tarybos direktyva 2004/37/EB dél darbuotojy apsaugos nuo rizikos,

susijusios su kancerogeny, mutageny ar reprotoksiniy medZiagy poveikiu darbe (Sestoji atskira direktyva, kaip tai
suprantama Direktyvos 89/391/EEB 16 straipsnio 1 dalyje): https:/eur-lex.europa.eu/legal-content/L T/TXT/?
uri=CELEX%3A020041.0037-20220405

31998 m. balandZio 7 d. Tarybos Direktyva 98/24/EB dél darbuotoju saugos ir sveikatos apsaugos nuo rizikos,
susijusios su cheminiais veiksniais darbe (keturioliktoji atskira Direktyva, kaip numatyta Direktyvos 89/391/EEB 16
straipsnio 1 dalyje): https://eur-lex.europa.eu/legal-content/L.T/TXT/?uri=CELEX%3A019981.0024-20190726
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arba, jei tokia nacionaliné verté néra nustatyta, — kad nevirSyty 4,5 pg/100 ml biologinés
orientacineés vertes;

— nustatomos (pirma karta) diizocianaty (kaip medZiagy grupés) ribinés vertés: profesinio
poveikio ribiné verté (darbo aplinkos ore) 6 pg/m?, trumpalaikio poveikio ribiné verté 12
pg/m’ (pereinamuoju laikotarpiu, iki 2028 m. gruodZio 31 d., atitinkamai 10 pg/m?’ ir 20
pg/m?); diizocianatams taip pat priskiriamos Zymos ,oda“, ,odos ir kvépavimo taky
jautrinimas®;

— kadangi Direktyvos 2004/37/EB taikymo sritis 2022 m. buvo iSplésta®, jtraukiant j jg ir
reprotoksines medZiagas, jskaitant Sving ir jo neorganinius junginius, atliekami techniniai
pakeitimai: iS Direktyvos 98/24/EB I priedo iSbraukiamos nuostatos, susijusios su Svino ir jo
neorganiniy junginiy profesinio poveikio ribine verte, o i Direktyvos 98/24/EB II priedo —
nuostatos, susijusios su Svino ir jo joniniy junginiy biologine ribine verte, kad Sios ribinés
vertés biity nustatomos tik Direktyvoje 2004/37/EB (konkreciau jos III ir IIla prieduose).

Priémus Pasitilymq (direktyva), Europos Sajungos valstybés narés turés uZtikrinti, kad
nacionaliniai teisés aktai, biitini, kad direktyvos biity laikomasi, jsigalioty ne veliau kaip per dvejus
metus nuo direktyvos jsigaliojimo.

Teisinis reglamentavimas Lietuvoje. Cheminiy medZiagy profesinio poveikio ribiniai dydZiai
darbo aplinkos ore, jskaitant Svino ir jo neorganiniy junginiy bei kai kuriy diizocianaty, nustatyti
Lietuvos higienos normoje HN 23:2011 ,,Cheminiy medZiagy profesinio poveikio ribiniai dydZiai.
Matavimo ir poveikio vertinimo bendrieji reikalavimai“® (toliau — HN 23:2011). Svino ir jo joniniy
junginiy biologinis ribinis dydis ir susijusios nuostatos dél sveikatos patikrinimy Siuo metu
nustatytos Darbuotojy apsaugos nuo cheminiy veiksniy darbe nuostaty® 1 priede (jgyvendinant
Direktyva 98/24/EB) bei taip pat bus jtrauktos | Darbuotojy apsaugos nuo kancerogeny ir mutageny
poveikio darbe nuostaty’ pakeitimo projekta (siekiant jgyvendinti 2022 m. atliktus Direktyvos
2004/37/EB pakeitimus). Priémus Pasiiilyma, atitinkamai reikés pakeisti Sioje pastraipoje nurodytus
teisés aktus.

PrasSome jvertinti Pasitilymg ir pateikti nuomone (pritarimg sitilomiems keitimams arba
siilymus, informacija apie jgyvendinimo kaStus ar galimas problemas, kita informacijq) Socialinés
apsaugos ir darbo ministerijai iki 2023 m. kovo 21 d. Lietuvos Respublikos sveikatos apsaugos
ministerijos praSome pagal kompetencija taip pat jvertinti konkreciy HN 23:2011 pakeitimy poreikj;
galimybes Lietuvoje iSmatuoti minimy cheminiy medZiagy koncentracijas atsiZvelgiant j siilomas
ribines vertes; ar yra nustatyta Svino koncentracijos kraujyje ribiné verté Lietuvos bendrajai
populiacijai ir pateikti pasitlymus.

Taip pat informuojame, kad Europos Komisija dél Pasitilymo pradéjo vieSgja konsultacija®,
kur visuomené gali pateikti atsiliepimus iki 2023 m. balandzio 26 d.

PRIDEDAMA. Pasiiilymas, Pasitilymo priedas, poveikio vertinimo santrauka lietuviy ir
angly kalbomis, iS viso 98 lapai.

42022 m. kovo 9 d. Europos Parlamento ir Tarybos direktyva (ES) 2022/431, kuria i$ dalies kei¢iama Direktyva
2004/37/EB dél darbuotoju apsaugos nuo rizikos, susijusios su kancerogeny arba mutageny poveikiu darbe: https://eur-
lex.europa.eu/legal-content/L. T/TXT/?uri=celex%3A320221.0431
® Patvirtinta Lietuvos Respublikos sveikatos apsaugos ministro ir Lietuvos Respublikos socialinés apsaugos ir darbo
ministro 2011 m. rugséjo 1 d. jsakymu Nr. V-824/A1-389 ,,Dél Lietuvos higienos normos HN 23:2011 ,,Cheminiy
medZiagy profesinio poveikio ribiniai dydziai. Matavimo ir poveikio vertinimo bendrieji reikalavimai“ patvirtinimo*
® Patvirtinti Lietuvos Respublikos socialinés apsaugos ir darbo ministro ir Lietuvos Respublikos sveikatos apsaugos
ministro 2001 m. liepos 24 d. jsakymu Nr. 97/406 ,,Dél Darbuotojy apsaugos nuo cheminiy veiksniy darbe nuostaty bei
Darbuotojy apsaugos nuo kancerogeny ir mutageny poveikio darbe nuostaty patvirtinimo*
7 Patvirtinti tuo paciu jsakymu.
® https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12745-Darbuotoju-sveikata-ir-sauga-
darbuotoju-apsauga-nuo-cheminiu-medziagu-svino-ir-diizocianatu-poveikio It

2

Valstybés-bindzetiné jstaiga Tel. (8 5) 266 8176, (8 5) 266 4200 Duomenys kaupiami ir saugomi
A.Vivulskio g. 11 Faks. (8 5) 266 4209 Juridiniy asmeny registre
LT-03610 Vilnius El p. post@socmin.lt Kodas 1886 03515



https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12745-Darbuotoju-sveikata-ir-sauga-darbuotoju-apsauga-nuo-cheminiu-medziagu-svino-ir-diizocianatu-poveikio_lt
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12745-Darbuotoju-sveikata-ir-sauga-darbuotoju-apsauga-nuo-cheminiu-medziagu-svino-ir-diizocianatu-poveikio_lt
https://eur-lex.europa.eu/legal-content/LT/TXT/?uri=celex%3A32022L0431
https://eur-lex.europa.eu/legal-content/LT/TXT/?uri=celex%3A32022L0431

Darbo aplinkos skyriaus vedéja Aldona Sabaitiené

Rasa Sidagyteé, tel. 8 656 79 662, el. p. rasa.sidagyte@socmin.lt
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ADRESATU SARASAS

Lietuvos Respublikos sveikatos apsaugos ministerija

Lietuvos Respublikos valstybiné darbo inspekcija prie Socialinés apsaugos ir darbo
ministerijos

Lietuvos pramonininky konfederacija

Lietuvos darbdaviy konfederacija

Lietuvos verslo konfederacija

Lietuvos prekybos, pramonés ir amaty rimy asociacija

Asociacija ,,Investors’ Forum*

Lietuvos profesiné sgjunga ,,Sandrauga“

Lietuvos profesiné sajunga ,,Solidarumas*

. Lietuvos profesiniy sagjungy konfederacija

. Respublikiné jungtiné profesiné sgjunga

. Lietuvos statybininky asociacija

. Lietuvos chemijos pramonés jmoniy asociacija

Lietuvos afereziy ir klinikinés toksikologijos asociacija

. Lietuvos Respublikos darbuotojy saugos ir sveikatos komisijos nariai
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AISKINAMASIS MEMORANDUMAS

1. PASIULYMO APLINKYBES
. Pasitilymo pagrindimas ir tikslai

Vienas i§ Europos Sajungos (ES) tiksly — skatinti gerove ir tvary vystymasi, grindZiama itin
konkurencinga socialine rinkos ekonomika, siekiant visiS§ko uZimtumo ir socialinés pazangos'.
Kiekvieno darbuotojo teisé j jo sveikata, saugq ir orumg atitinkancias darbo salygas jtvirtinta
Europos Sajungos pagrindiniy teisiy chartijos 31 straipsnyje. Pagal Europos socialiniy teisiy
ramscio? 10 principg darbuotojai turi teise j auksto lygio sveikatos apsaugg ir saugg darbe.

Kuriant tvirtg socialine Europa, turi biiti nuolat siekiama uZtikrinti saugesnes ir sveikesnes
darbo vietas visiems. Per pastaruosius kelerius metus ES darbuotojy saugos ir sveikatos (DSS)
politikos sistema ir taisyklés padéjo gerokai pagerinti darbo salygas, visy pirma susijusias su
darbuotojy apsauga nuo kancerogeny ir kity pavojingy cheminiy medZiagy poveikio.
Atsizvelgiant j tai, kad DSS yra svarbus politinés darbotvarkés Kklausimas®, daugeliui
medZiagy ar medZiagy grupiy pagal Kancerogeny, mutageny ir reprotoksiniy medZiagy
direktyva 2004/37/EB* (KMRMD) ir Cheminiy veiksniy direktyva 98/24/EB°> (CVD) buvo
nustatytos arba perziiirétos poveikio ribinés vertés ir kitos nuostatos.

Siekiant apsaugoti darbuotojus, remti ekonomine veiklg ir naSuma ir skatinti ekonomikos
atsigavima, itin svarbu uZtikrinti sveikq ir saugig darbo aplinka. Todél Europos socialiniy
teisiy ramscio veiksmy plane® Komisija paskelbé ketinanti uZtikrinti sveika, saugia ir gerai
pritaikyta darbo aplinka. Tai patvirtinta priémus 2021-2027 m. DSS strategine programg’.
Darbuotojy apsauga nuo pavojingy medZiagy poveikio taip pat padeda siekti Europos kovos
su véZziu plano tiksly. Be to, 2020 m. Cheminiy medZiagy strategijoje tvarumui uZtikrinti®

Europos Sgjungos sutarties 3 straipsnis.
https://op.europa.eu/webpub/empl/european-pillar-of-social-rights/It/

3 2014-2020 m. ES darbuotojy saugos ir sveikatos strateginé programa, COM(2014) 332 final, 2014 6 6;
Komisijos komunikatas ,Saugesnés ir sveikesnés darbo vietos visiems. ES darbuotojy saugos ir
sveikatos teisés akty ir politikos modernizavimas®, COM(2017) 12 final, 2017 1 10; Komisijos
komunikatas ,,Tvirta socialiné Europa teisingai pertvarkai uztikrinti“, COM(2020) 14 final, 2020 1 14,
Komisijos komunikatas ,,2021-2027 m. ES darbuotojy sveikatos ir saugos strateginé programa“,
COM(2021) 323 final, 2021 7 28.

2004 m. balandZio 29 d. Europos Parlamento ir Tarybos direktyva 2004/37/EB dél darbuotojy apsaugos
nuo rizikos, susijusios su kancerogeny, mutageny ar reprotoksiniy medZiagy poveikiu darbe (SesStoji
atskira direktyva, kaip tai suprantama Direktyvos 89/391/EEB 16 straipsnio 1 dalyje) (OL L 158
2004 4 30, p. 50).

1998 m. balandZio 7 d. Tarybos direktyva 98/24/EB dél darbuotojy saugos ir sveikatos apsaugos nuo
rizikos, susijusios su cheminiais veiksniais darbe (keturioliktoji atskira Direktyva, kaip numatyta
Direktyvos 89/391/EEB 16 straipsnio 1 dalyje) (OL L 131, 1998 5 5, p. 11).

Komisijos komunikatas Europos Parlamentui, Tarybai, Europos ekonomikos ir socialiniy reikaly
komitetui ir Regiony komitetui ,,Europos socialiniy teisiy rams¢io veiksmy planas“, COM(2021) 102
final.

Komisijos komunikatas Europos Parlamentui, Tarybai, Europos ekonomikos ir socialiniy reikaly
komitetui ir Regiony komitetui ,,2021-2027 m. ES darbuotoju sveikatos ir saugos strateginé programa.
Darbuotojy sauga ir sveikata kintanciame darbo pasaulyje“, COM(2021) 323 final.

Komisijos komunikatas Europos Parlamentui, Tarybai, Europos ekonomikos ir socialiniy reikaly
komitetui ir Regiony komitetui ,,Cheminiy medZiagy strategija tvarumui uZtikrinti. Aplinkos be toksiniy
medZiagy kiirimas“, COM(2020) 667 final.
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pripaZjstama, kad reikia stiprinti darbuotojy apsauga, ir nustatyta, kad $vinas® ir diizocianatai'®

yra vienos iS kenksmingiausiy cheminiy medZiagy, dél kuriy reikia imtis priemoniy.

Susijusios medZziagos

Svinas ir jo neorganiniai junginiai (toliau — $vinas) yra reprotoksiné medZiaga, kuri gali
paveikti lytine funkcija, vaisinguma ir vaisiaus vystymasi ir sukelti kitokj poveikj sveikatai.
Teigiama, kad maZzdaug pusé profesiniy reprotoksineés ligos atvejy — tai atvejai, kai liga sukélé
Svinas. Diizocianatai yra pagrindiniai respiraciniai astmagenai. Tyrimai parodé, kad 9-—
15 proc. darbingo amzZiaus suaugusiy asmeny astmos atvejy liga atsirado deél Siy medziagy
profesinio poveikio (profesinés ekspozicijos)™.

Siuo pasifilymu siekiama perzidiréti esamas $vino ribines vertes ir pirma karta nustatyti
diizocianaty ribines vertes, taip padedant pasiekti aukSta darbuotojy sveikatos apsaugos ir
saugos lygi. Kalbant konkreciau, sitilomu KMRMD ir CVD daliniu keitimu siekiama:

(1) perzitiréti §vino profesinio poveikio ribine verte (PPRV)™, i§ dalies pakeiiant
KMRMD III priedg, ir jo biologine ribine verte (BRV))", i dalies pakeiciant Illa
prieda;

2) CVD I ir II prieduose iSbraukti nuoroda j nustatyta Svino PPRV ir BRV;

3) CVD I priede pirmg karta nustatyti diizocianaty ribines vertes (PPRV ir trumpalaikio
poveikio (ekspozicijos) ribine verte (TPRV')).

Susijusios direktyvos

Poreikis apsaugoti darbuotojus nuo Svino ir diizocianaty poveikio buvo nurodytas 2021-—
2027 m. ES darbuotojy saugos ir sveikatos strateginéje programoje. Diizocianatai patenka j
Direktyvos 98/24/EB"™ (CVD) taikymo sritj, o §vinas — j Direktyvos 2004/37/EB'® (PPRV)
taikymo sritj. Pastaroji direktyva buvo i dalies pakeista priemus 2022 m. kovo 9 d. Europos
Parlamento ir Tarybos direktyva (ES) 2022/431, kuria iSplésta Kancerogeny ir mutageny

Neorganiniy Svino junginiy toksiSkuma reprodukcinei sveikatai lemia Svino kiekis. Todél Europos
cheminiy medZiagy agentiiros Rizikos vertinimo komitetas (RAC) pritaria grupavimu grindZiamam
poZzitriui, kad biity jtrauktos jvairios atskiros medziagos, kuriy sudétyje yra Svino.

Diizocianatai yra kolektyvinis terminas, vartojamas nurodant atskiras diizocianaty chemines medZiagas.
Jis apima bent 25 skirtingus diizocianatus, i§ kuriy 11 sudaro daugiau kaip 99 proc. pagal REACH
(ECHA 2019) registruoto kiekio.

Balmes J, Becklake M, Blanc P et al. (2003) American Thoracic Society Statement: occupational
contribution to the burden of airway disease. Am J Crit Care Med. 167:787- 797.

Profesinio poveikio ribiné verté — didZiausias leistinas darbuotojo kvépavimo zonoje per tam tikra
atskaitos laikotarpj, kuris paprastai yra aStuonios valandos, iSmatuotos cheminio veiksnio
koncentracijos ore dinaminio svertinio vidurkio dydis.

Biologiné ribiné verté — cheminio veiksnio, jo metabolity arba kity poveikio indikatoriy koncentracijos
ribiné verté atitinkamoje biologinéje terpéje.

PPRV matuojama per aStuoniy valandy laikotarpj, atitinkantj darbo diena. Trumpalaikio poveikio ribiné
verté (TPRV) paprastai siejama su 15 minuciy laikotarpiu ir taikoma, kai trumpalaikis poveikis, pvz.,
esant didZiausioms poveikio vertéms, yra svarbus sveikatos sutrikimo pradziai.

Zr. 5 i%nasa.

Zr. 4 i$nasa.
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direktyvos (KMD)" taikymo sritis, j ja jtraukiant reprotoksines medZiagas darbe, kurioms iki
tol buvo taikoma tik CVD.

Nustacius grieZtesnes apsaugines Svino ir diizocianaty ribines vertes, padidinamas apsaugos
lygis, nesant poreikio keisti bendryjy direktyvy reikalavimy. Kadangi priémus dalinj
pakeitima, padaryta Direktyva ES 2022/431, Svino PPRV ir BRV buvo perkeltos i KMRMD,
jos turéty biiti atitinkamai iSbrauktos i§ CVD I ir II priedy. Tai — techninis pakeitimas,
neturintis poveikio abiejy direktyvy taikymo sriciai ar bendriesiems reikalavimams.

¢ Ribiniy verciy nustatymas siekiant apsisaugoti nuo reprodukcinés sveikatos
sutrikimy ir astmos

Svinas

Svinas yra profesiné reprotoksiné medziaga, galinti turéti poveikj tiek vyry, tiek motery
lytinei funkcijai ir vaisingumui, taip pat vaisiaus ar palikuoniy vystymuisi (toksinis poveikis
vystymuisi). Dél Svino poveikio gali sumazéti vaisingumas, jvykti savaiminis abortas ar
susiformuoti sunkiis apsigimimai ir pasireikSti kitoks Zalingas poveikis, pvz.,
neurotoksiSkumas, toksiSkumas inkstams, poveikis Sirdies ir kraujagysliy sistemai ir
hematologinis poveikis.

Svinas siejamas su mazdaug puse visy reprotoksiniy medziagy profesinio poveikio ir susijusiy
reprodukcinés sveikatos sutrikimy atvejy'®. Siuo metu $vino naudojimo biidai yra labai
jvairiis. Pagrindiniai pramonés sektoriai, kuriuose Svinas gaminamas ir naudojamas, yra
pirminé ir antriné Svino gamyba (jskaitant bateriju perdirbima), baterijy, Svino laksty ir
Saudmeny gamyba, $vino oksidy ir frity gamyba, $vino stiklo ir keramikos gamyba. Svino
poveikis taip pat galimas kitose pramonés srityse, pvz., liejyklose ir gaminant gaminius i§
lydiniy su Svinu, gaminant ir naudojant daZams ir plastikams skirtus pigmentus. Be Siy
naudojimo biidy, poveikis gali btiti daromas tolesnése produkto grandinés grandyse ir tada,
kai gaminiai ir medZiagos tampa atliekomis, arba naudojant perdirbtas medZiagas. Tolesnés
grandies veiklos pavyzdZiai yra daZy naudojimas, Svininiy Saudmeny naudojimas Saudymo
vietose (pvz., vykdant gynybos, vieSosios tvarkos ar saugos veiklg), su Svino metalu susijes
darbas, griovimas, remontas ir metalo lauZo tvarkymas, kitas atlieky tvarkymas ir dirvoZemio
valymas ir darbas laboratorijose. Be to, darbuotojai gali patirti didelj Svino poveikj dél
ankstesnio jo naudojimo tokiose veiklos srityse kaip renovacija, atlieky surinkimas,
perdirbimas ir valymas™. Be to, $vino yra daugelyje Europos istoriniy pastaty, jskaitant
auksciausios kulttiros paveldo vertés pastatus, tad darbuotojai, dalyvaujantys atkuriant didZiulj
Europos pavelda, taip pat galéty turéti su juo salytj. Istoriniuose pastatuose Svino gali biiti
spalvoto stiklo languose, stoguose arba dekoratyviniuose elementuose.

17

2022 m. kovo 9 d. Europos Parlamento ir Tarybos direktyva (ES) 2022/431, kuria i$ dalies keiCiama
Direktyva 2004/37/EB dél darbuotojy apsaugos nuo rizikos, susijusios su kancerogeny arba mutageny
poveikiu darbe (OL L 88, 2022 3 16, p. 1).

18 Study on reprotox1c substances (liet. Reprotoksmlq medZiagy

19 REACH reglarnentu draudzmma dazuose naudoti Sving, taikant tam tlkras leidZiancias nukryptl

nuostatas (8 priedas). Taciau darbuotojai, dirbdami pastatuose ir statiniuose, kurie buvo nudazyti pries
jsigaliojant apribojimui, gali patirti Svino poveikj (ekspozicija).
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https://ec.europa.eu/social/main.jsp?catId=738&langId=en&pubId=8220&furtherPubs=yes
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Apskaiciuota, kad ES Siuo metu Svino poveikj patiria apytikriai 50 000—150 000 darbuotojlfo.
Dél praeityje patirto Svino profesinio poveikio kasmet pasitaiko apie 300 ligos atvejy. Sis
poveikis svarbus, nes Svinas gali kauptis jo poveikj patirian¢iy darbuotojy kauluose ir taip
prisidéti prie bendro Zalingy medZiagy kiekio organizme ir létiniy sveikatos sutrikimy
tikimybeés.

Pagrindiniai profesinio poveikio (profesinés ekspozicijos) biidai yra poveikis (ekspozicija)
ikvépus ir nurijus, kai rankomis prisilieCiama prie burnos, dél nepakankamos buitinés ir
asmens higienos. Manoma, kad neorganinio Svino absorbcija per odg yra minimali. Poveikis
nurijus laikomas reikSmingu, o Sis poveikio budas yra svarbus sveikatos sutrikimy vystymosi
veiksnys. PPRV maZinimas yra susije su poveikio jkvépus maZinimu ir jo atveju reikia
papildomy priemoniy poveikiui nurijus sumazinti. Geriausiu rodikliu, pagal kurj vertinama
Svino profesinis poveikis, jskaitant poveikj nurijus, laikoma Svino koncentracija kraujyje, o
nustatant bendra rizika sveikatai lemiama reikSme turi Svino kiekis organizme.

SumaZinti profesinio poveikio ribiné verte (PPRV) reikia tam, kad biity sumaZintas profesinis
poveikis, nes didelé koncentracija ore taip pat gali sukelti tarSa. Pagrindiné priemoné,
padedanti apsaugoti darbuotojus nuo Svino toksiSkumo ir stebéti jo kaupimasi organizme —
nevirSyti biologinés ribinés vertés (BRV). Todél BRV ir PPRYV viena kitg papildo.

ES privaloma Svino PPRV ir BRV pirma kartg buvo nustatyta 1982 m. specialioje direktyvoje
dél §vino* ir nebuvo atnaujinta daugiau kaip 40 mety. 2007 m. neprivalomosiose praktinése
rekomendacijose dél darbuotojy sveikatos apsaugos ir saugos nuo rizikos, susijusios su
cheminiais veiksniais darbe? pateikiamos gairés dél sveikatos patikrinimo, susijusio su §vinu,
bet jos veikiausiai jau yra pasenusios.

Siame pasiiilyme atsiZvelgiama j naujausius mokslo ir technikos laiméjimus ir nustatytus
faktus, j nuomones®, kurias pateiké Reglamentu (EB) Nr. 1907/2006 (REACH))* jsteigtas
Europos cheminiy medZiagy agentiiros (ECHA) Rizikos vertinimo komitetas (RAC), ir

2 RPA (2021). Study on collecting information on substances with the view to analysing the health, socio-

economic and environmental impacts in connection with possible amendments of Directive 98/24/EC
(Chemical Agents) and Directive 2009/148/EC (Asbestos) Final report for lead and its compounds and
final report for diisocyanates (liet. Informacijos apie medZiagas rinkimo tyrimas, kuriuo siekiama
iSanalizuoti poveikj sveikatai, socialinj ir ekonominj poveikj bei poveikj aplinkai rengiant galimus
Direktyvos 98/24/EB (cheminiai veiksniai) ir Direktyvos 2009/148/EB (asbestas) pakeitimus.Galutiné
ataskaita dél Svino ir jo junginiy ir galutiné ataskaita dél diizocianaty) (iSorinis tyrimas, kuriuo
grindZiama poveikio vertinimo ataskaita).
2 1982 m. liepos 28 d. Tarybos direktyva 82/605/EEB dél darbuotojy apsaugos nuo rizikos, susijusios su
metalinio Svino ir jo joniniy junginiy poveikiu darbe (pirmoji atskira direktyva, kaip apibrézta
Direktyvos 80/1107/EEB 8 straipsnyje) (OL L 247, 1982 8 23, p. 12).
https://op.europa.eu/en/publication-detail/-/publication/b8827eb0-bb69-4193-9d54-8536c02080c1/

22

language-It
= RAC nuomoné dél Svino (2020 m.) https://echa.europa.eu/documents/10162/ed7a37e4-1641-b147-aaac-
fce4c3014037;

RAC nuomoné dél diizocianaty (2020 m.) https://echa.europa.eu/documents/10162/4ea3b5ee-141b-
63c9-8ffd-1c268dda95e9.

2006 m. gruodzio 18 d. Europos Parlamento ir Tarybos reglamentas (EB) Nr. 1907/2006 dél cheminiy
medZiagy registracijos, jvertinimo, autorizacijos ir apribojimy (REACH), isteigiantis Europos cheminiy
medZiagy agentiira, iS dalies keiciantis Direktyva 1999/45/EB bei panaikinantis Tarybos reglamenta
(EEB) Nr. 793/93, Komisijos reglamenta (EB) Nr.1488/94, Tarybos direktyva 76/769/EEB ir
Komisijos direktyvas 91/155/EEB, 93/67/EEB, 93/105/EB bei 2000/21/EB (OL L 396, 2006 12 30,

p. 1).
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https://echa.europa.eu/documents/10162/4ea3b5ee-141b-63c9-8ffd-1c268dda95e9
https://echa.europa.eu/documents/10162/ed7a37e4-1641-b147-aaac-fce4c3014037
https://echa.europa.eu/documents/10162/ed7a37e4-1641-b147-aaac-fce4c3014037
https://op.europa.eu/en/publication-detail/-/publication/b8827eb0-bb69-4193-9d54-8536c02080c1/language-lt
https://op.europa.eu/en/publication-detail/-/publication/b8827eb0-bb69-4193-9d54-8536c02080c1/language-lt

nuomones, kurias pateiké triSalis Darbuotojuy saugos ir sveikatos patariamasis komitetas
(ACSH)*, ir daroma iSvada, kad turéty biti nustatyta 15 pg/100 ml Svino kiekio kraujyje
BRYV ir susijusi 0,03 mg/m3 PPRYV, iSreikSta aStuoniy valandy dinaminiu svertiniu vidurkiu
(DSV).

Siuo metu atliekamas $vino poveikj patirian¢iy darbuotojy sveikatos patikrinimas ir toliau bus
bendro poZiiirio j jy sveikatos apsaugg dalis. Todél Illa priedas perZitirimas siekiant nustatyti
atnaujintas (maZesnes) Svino koncentracijos ore ir kraujyje poveikio (ekspozicijos) vertes,
kurioms esant turéty biiti vykdoma medicininé prieZitira. Siuo pasitilymu perZitrimi kiekiai,
kuriuos virsijus reikia atlikti medicinine prieZitirg. Sie kiekiai matuojami pavieniams
darbuotojams. Medicininé prieZitira turéty bati atliekama, kai patiriamas didesnis kaip
0,015 mg/m® $vino koncentracijos ore poveikis, apskaiCiuotas kaip 40 valandy per savaite
dinaminis svertinis vidurkis, arba kai nustatytas Svino kiekis atskiry darbuotojy kraujyje
virSija 9 pg Pb/100 ml kraujo. Pirmiau nurodyty kiekiy, kuriems esant atliekama medicininé
prieZiiira, ir perZiiirétos PPRV ir BRV santykis yra proporcingai toks pats, kaip ir santykis,
nurodytas dabartiniame KMRMD priede.

Svinas kelia pavojy tiek jo poveikj patirianc¢iy motery reprodukcinei sveikatai, tiek jy vaisiaus
ar palikuoniy vystymuisi®*, nes dél jo poveikio pirmiausia sumazéja intelekto koeficientas
(IQ)¥. Siekiant apsaugoti atitinkamus darbuotojus ir padéti darbdaviams valdyti rizika, III
priede pateikiama biologiné orientaciné verté (BOV?) ir teigiama, kad vaisingo amZiaus
motery Svino koncentracija kraujyje neturéty virSyti pamatiniy verciy, taikomy bendrajai
populiacijai, kuri atitinkamoje valstybéje naréje nepatiria profesinio Svino poveikio. Jei
nacionaliniy pamatiniy ver¢iy néra, rekomenduojama, kad atitinkamy darbuotojy Svino
koncentracija kraujyje nevirSyty 4,5 pg/100ml BOV, kaip siilé RAC savo mokslinéje
nuomonéje® (nuomonés priedo 8.2.4 skirsnis).

BOV naudojama kaip profesinio poveikio, o ne kaip nepageidaujamo poveikio sveikatai
rodiklis. Todél ji veikia kaip kontrolinis Zymuo, kuriuo darbdavys jspéjamas apie tai, kad
buvo salytis darbo vietoje ir kad gali reikéti imtis taisomyjy veiksmy, atsizvelgiant j atskiry
darbuotojy poreikius. Savo nuomonéje RAC pripaZino, kad Svino poveikis vaisiui kelia realy
susiriipinima ir galima rizika. Taciau jis nurodé, kad, remiantis turimais mokslo duomenimis,
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ACSH nuomoné dél Svino (2021 m.) https://circabc.europa.eu/ui/group/cb9293be-4563-4f19-89cf-
4c4588bd6541/library/60b206e1-ee10-40c2-9540-fb6510c1 1a0c/details;

ACSH nuomoné dél diizocianaty (2021 m.) https://circabc.europa.eu/ui/group/cb9293be-4563-4£19-
89cf-4c4588bd6541/library/0d11d394-b1e8-4ela-a962-5ad60f4ab2ae/details.

IS jverciy matyti, kad didZiajq dalj su Svinu susijusiy sektoriy darbuotojy sudaro vyrai (apie 97 proc.).
Vis délto duomeny apie pastebimg poveikij sveikatai nepakanka, kad juos biity galima tinkamai jvertinti
(Zr. tolesnj skirsnj dél poveikio vertinimo).

Biologinés orientacinés vertés (BOV) yra su poveikiu susijusios vertés, atitinkancios virSutine cheminio
veiksnio arba vieno i§ jo metabolity koncentracija bet kurioje tinkamoje biologinéje terpéje,
atitinkancioje tam tikra procentilj (paprastai 90-aji arba 95-3ji procentilj) nustatytoje etaloninéje
populiacijoje. Jei i§ turimy duomeny negalima nustatyti BRV, gali bati nustatyta biologiné orientaciné verté
(BOV). BOV daznai taip pat vadinamos pamatinémis vertémis. Jos gali biiti naudingos darbuotojams, darbdaviams
ir darbo medicinos gydytojams sprendzZiant darbuotojy apsaugos klausimus. PavyzdZiui, jos gali biti profesinio
poveikio rodiklis, kuriam gali reikéti skirti démesio, kad bty apsvarstytas papildomy rizikos valdymo priemoniy
poreikis. BOV néra ribiné poveikio sveikatai verté. Saltinis:

https://echa.europa.eu/documents/10162/23036412/ircsa 18 appendix oels en.pdf/f1d45aca-193b-a7f5-55ce-
032b3a13f9d8.

Zr. 23 i3nasa.
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https://circabc.europa.eu/ui/group/cb9293be-4563-4f19-89cf-4c4588bd6541/library/60b206e1-ee10-40c2-9540-fb6510c11a0c/details
https://circabc.europa.eu/ui/group/cb9293be-4563-4f19-89cf-4c4588bd6541/library/60b206e1-ee10-40c2-9540-fb6510c11a0c/details
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nejmanoma kiekybiSkai jvertinti rizikos lygio, kuriuo remiantis biity galima pasiilyti Siai
darbuotojy grupei taikyti BRV. Todél RAC rekomendavo direktyvoje atkreipti démesj i
susirtipinima, susijusj su Svino poveikiu ir toksiSkumu vystymuisi, ir, remdamasis turimais
duomenimis, rekomendavo vaisingo amzZiaus motery atveju naudoti BOV.

Diizocianatai

Diizocianatai yra pavojingi cheminiai veiksniai, apibrézti CVD 2 straipsnio b punkte ir
patenkantys | tos direktyvos taikymo sritj. Atsizvelgiant | poreikj paSalinti nustatyta didele
diizocianaty keliama rizikq sveikatai, 2020 m. rugpjii¢io mén. buvo priimtas apribojimas
pagal Reglamentg (EB) Nr. 1272/2008%. Pagal $j apribojima reikalaujama, kad iki 2023 m.
rugpjii¢io mén. biity pradétas privalomas diizocianatus naudojanc¢iy darbuotojy mokymas,
laikantis konkreciy kriteriju, susijusiy su darbo veiklos pobtdZiu.

Diizocianatai — oda ir kvépavimo takus jautrinancios medZiagos (astmagenai), galincios
sukelti profesine astmg ir profesines odos ligas — alergines reakcijas, kurios gali pasireiksti dél
tokiy medZiagy poveikio. Dél Siy medZiagy gali pakisti Zmogaus kvépavimo takai
(padidéjusio jautrumo biuklé)*. Padidéjus plauciy jautrumui, tolesnis medZiagos poveikis
(ekspozicija), net ir gana nedideliais kiekiais, gali sukelti astmos priepuolj. DaZniausiai
pasitaikantys profesinio poveikio padariniai sveikatai yra padariniai kvépavimo organams
(profesiné astma, izocianato sukeltas kvépavimo taky jautrinimas ir padidéjes bronchy
atsakas), kurie yra labai svarbiis vertinimo kriterijai, susije su diizocianato ekspozicija tiek po
imaus, tiek po ilgalaikio poveikio.

Diizocianatai naudojami gaminant poliuretang kietyjy medzZiagy ir puty pavidalu, taip pat
plastikus, dangas, laka, dviejy komponenty daZus ir klijus. Sias medZiagas gaminan¢iy jmoniy
darbuotojai ir darbuotojai, naudojantys klijus, sandariklius, daZus ir dangas, kuriy sudétyje yra
diizocianaty, patiria diizocianaty poveikj. Sie produktai placiai naudojami vykdant statyba,
remontuojant transporto priemones ir atliekant kapitalinj remontq, taip pat gaminant tekstilés
gaminius, baldus, variklines ir kitas transporto priemones, buitine technika, maSinas ir
kompiuterius. Diizocianatai perdirbami gamybos proceso metu ir jy nebelieka galutiniame
pagamintame produkte. Todél pavojaus gaminio naudotojui (pvz., vartotojams) nekyla.

Atlikus tyrimus nustatyta, kad apytikriai 9-15 proc. darbingo amZiaus suaugusiy asmeny
astmos atvejy liga atsirado dél profesiniy veiksniy®*. Diizocianatai yra viena i§ daZniausiai
pasitaikanciy profesinés astmos prieZasciy; nustatyta, kad per metus susirgimy skaiCius ES
siekia nuo 2 350 iki 7 269 atveju® ** *, Remiantis apskaiCiavimais®, apie 4,2 mln. darbuotojy
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2020 m. rugpjiicio 3 d. Komisijos reglamentas (ES) 2020/1149, kuriuo dél diizocianaty i§ dalies
kei¢iamas Europos Parlamento ir Tarybos reglamento (EB) Nr. 1907/2006 dél cheminiy medZiagy
registracijos, jvertinimo, autorizacijos ir apribojimy (REACH) XVII priedas (OL L 252, 2020 8 4,
p. 24).

Diizocianato medZiagos turi bendra padidéjusio jautrumo skatinimo mechanizma. Todél RAC pritaria
grupavimu grindZiamam poZitriui, pagal kurj bty jtrauktas platus atskiry diizocianato medzZiagy
spektras.

Balmes J, Becklake M, Blanc P et al. (2003). American Thoracic Society Statement: occupational
contribution to the burden of airway disease. Am J Crit Care Med. 167:787- 797.

3 https://www.hse.gov.uk/statistics/causdis/asthma.pdf

3 https://academic.oup.com/annweh/article/65/8/893/6247067
» RPA (2021 m.), Zr. 20 iSnasa.

36 Zr. 20 i3nasa.

31

32

LT


https://academic.oup.com/annweh/article/65/8/893/6247067
https://www.hse.gov.uk/statistics/causdis/asthma.pdf

LT

patiria diizocianaty poveikj ir jis kelia susirtipinimg daugiau kaip 2,4 mln. ES jmoniy, kuriy
dauguma yra labai maZos jmonés arba M V1.

Siuo metu ES lygmeniu néra nustatytos privalomos diizocianaty PPRV arba trumpalaikio
poveikio ribiné vertés (TPRV), o pagal REACH reglamenta (Reglamentas (EB)
Nr. 1907/2006) uZregistruota 19 atskiry diizocianaty medZiagy. Neigiama poveikj sveikatai
sukelia bendra visy diizocianaty dalis (NCO grupé®). Todél buvo apsvarstytas grupavimo
metodas, nes taikant jj biity galima nustatyti bendras visy diizocianaty PPRV ir TPRV?®, Jis
atitinka grupavimo metoda, kuriam teikiama pirmenybé neseniai priimtoje ES cheminiy
medZiagy strategijoje tvarumui uZtikrinti.

DidZiausias poveikis (trumpalaikj ir (arba) didelj poveikj sukeliantys kiekiai) yra vienas iS
pagrindiniy profesinés astmos pradZios veiksniy®. Todél TPRV, kuri geriausiai atspindi
pasikartojantj trumpalaikj didelés koncentracijos poveikj, yra tinkamiausia reguliavimo
priemoné $io pobiidZio poveikio problemai spresti. TaCiau iSorés tyrime®, kuriuo grindZiama
poveikio vertinimo ataskaita, galéjo biti analizuojamas tik PPRV poveikis. Dél duomeny apie
trumpalaikj poveikj trikumo nebuvo jmanoma jvertinti susijusiy sveikatos sutrikimy atvejy, o
tai savo ruoZtu gali lemti tai, kad nustatyti per mazi sanaudy ir naudos jverciai. Dél Siy
prieZzasCiy RAC rekomendavo, kad TPRV verté biity ne daugiau kaip du kartus didesné uz
PPRV.

Todél Siuo pasitilymu nustatoma 6 pg/m?3 diizocianaty profesinio poveikio ribiné verté kartu
su susijusia 12 pg/m3 TPRYV ir Zymos ,,0dos ir kvépavimo taky jautrinimas® ir ,,oda“.

Taciau Siuo pasitlymu leidZiama iki 2028 m. gruodZio 31 d. taikyti 10 pg/m3 pereinamojo
laikotarpio verte su susijusia 20 pg/m3 TPRV verte. Taip darbdaviams suteikiama galimybé
gauti technines priemones, reikalingas tokiai vertei jvertinti, ir laiko jgyvendinti rizikos
valdymo priemones, visy pirma galutinés grandies sektoriuose. Kartu turéty biti atliekamas
darbuotojy sveikatos patikrinimas, kad biity galima anksti nustatyti sveikatos sutrikimus, o
véliau atskiry darbuotojy atveju vykdomas valdymas, kad biity galima uZkirsti kelig tolesnei
dél diizocianaty poveikio kylanciai rizikai. Sias priemones taikant kartu, uztikrinamas aukstas
darbuotojy apsaugos lygis.

Siekiant veiksmingai apsaugoti darbuotojus nuo profesiniy ligy, kurias sukelia diizocianaty ir
Svino poveikis, rizikos, Siame pasiiilyme nustatytos ribinés vertés, kurias galima pasiekti,
atsizvelgiant j technines ir ekonomines galimybes.

. Suderinamumas su toje pacioje politikos srityje galiojanciomis nuostatomis

Sis pasiiilymas atitinka Europos socialiniy teisiy ramstj, visy pirma jo 10-ajj principa, kuriuo
jtvirtinta darbuotojy teisé j sveika, saugia ir tinkamai pritaikyta darbo aplinka, ir jo veiksmy

7 NCO grupé — tai izocianato grupes azoto, anglies ir deguonies atomai.

Keli eksperty komitetai padaré iSvadq, kad pakanka atlikti bendra visy diizocianaty vertinimq remiantis
NCO koncentracija. RAC irgi siiilo §j metoda, taiau taip pat teigia, kad nepakanka duomeny, kad biity
galima jvertinti atskiry diizocianaty stiprumo skirtumus.

RAC nuomonéje teigiama, kad esama poZymiy, jog didZiausios poveikio vertés yra svarblis astmos
vystymosi rizikos veiksniai. Taciau atliekant Zmoniy epidemiologinius tyrimus didZiausiy poveikio
verc¢iy matavimas dél matavimo sunkumy praktiskai nejmanomas.

40 RPA (2021), 7r. 20 i$nasa.
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plana. PerZiirint esamas Svino ribines vertes, kurios nebuvo atnaujintos nuo 1982 m., ir pirma
kartg jvedant diizocianaty, kurie patenka j CVD taikymo sritj, taciau kuriems Siuo metu ES
lygmeniu néra nustatytos ribinés vertés, ribines vertes padedama pasiekti auksta darbuotojy
sveikatos apsaugos ir saugos lygi.

Si iniciatyva taip pat grindZiama Komisijos jsipareigojimu 2021-2027 m. ES darbuotojy
saugos ir sveikatos strateginéje programoje*' toliau mazinti §vino PPRV ir 2022 m. nustatyti
diizocianaty PPRV.

Pasiiilymas yra suderinamas su 1989 m. birZelio 12 d. Tarybos direktyva 89/391/EEB dél
priemoniy darbuotojy saugai ir sveikatos apsaugai darbe gerinti nustatymo* (DSS pagrindy
direktyva). Pagrindy direktyva uZtikrinami bitiniausi saugos ir sveikatos reikalavimai visose
profesinése aplinkose, taikomi ne tik dirbant su cheminémis medziagomis. Be to, ja
netrukdoma kitomis direktyvomis, Siuo atveju CVD ir KMRMD, nustatyti grieZtesnes
nuostatas arba konkretesnes taisykles, kuriomis bty toliau gerinama darbuotojy apsauga.

. Pagrindinés teisés ir lygybé, jskaitant lyciy aspekta

Manoma, kad Si iniciatyva turés teigiamag poveikj pagrindinéms teiséms, ypaC Europos
Sajungos pagrindiniy teisiy chartijos* 2 straipsnio (,,Zmogaus teisé j gyvybe®) ir 31 straipsnio
(,,Tinkamos ir teisingos darbo salygos®) poZitriu.

Nors, kaip nurodyta pirmiau, Svino poveikj patiria daugiausia vyrai, darbuotojos gali susidurti
su papildoma rizika, nes Svinas gali daryti poveikj néSCioms moterims ir besivystanciam
vaisiui*. NéS¢iy darbuotojy direktyvoje® nustatyti apsaugos priemoniy jgyvendinimo
reikalavimai, taCiau jais neuZtikrinama visapusiSka apsauga nuo poveikio vaisiaus vystymuisi,
nes jie taikomi nuo tada, kai darbuotoja suZino, kad yra néscia, ir informuoja savo darbdavj, o
tai paprastai biina treCig néStumo meénesj.

Todél pramonés sektoriuje, kuriame naudojamas Svinas, labai svarbu didinti darbuotojy
informuotuma apie reprodukcinj potencialg ir imtis konkreciy priemoniy, kad biity kuo labiau
sumazinta bet kokia galima rizika, laikantis darbdaviy jsipareigojimy dél rizikos valdymo.
Kad jvykdyty savo jsipareigojimus, darbdaviai privalo uZtikrinti, kad cheminé medZiaga bty
pakeista, kai tai techniSkai jmanoma, kad biity naudojamos uZdaros sistemos arba kad
poveikis biity sumaZintas iki kuo maZesnio techniskai jmanomo lygio. Be to, kaip sitiloma
ACSH nuomonéje*®, §vino koncentracija vaisingo amzZiaus motery kraujyje neturéty virSyti
pamatiniy verciy, taikomy bendrajai populiacijai, kuri atitinkamoje valstybéje naréje nepatiria
profesinio Svino poveikio. Kaip paaiSkinta pirmiau, kai néra nacionaliniy pamatiniy verciy,
Svino koncentracija vaisingo amzZiaus motery kraujyje neturéty virdyti 4,5 pg/100 ml BOV?.

M Zr. 3 i%nasa.

1989 m. birZelio 12 d. Tarybos direktyva 89/391/EEB dél priemoniy darbuotojy saugai ir sveikatos
apsaugai darbe gerinti nustatymo (OL L 183, 1989 6 29, p. 1).

“ OL C 326, 2012 10 26, p. 391-407.

Svinas gali prasiskverbti i placenta, todél $vino koncentracija bambos virksteléje gimus yra artima $vino
koncentracijai motinos kraujyje (Saltinis: RPA, 2021 m. iSorés tyrimo 2.2.4.7 skirsnis, Zr. 19 iSnasa).

45 1992 m. spalio 19 d. Tarybos direktyva 92/85/EEB dél priemoniy, skirty skatinti, kad bty uZtikrinta
geresné nésCiy ir neseniai pagimdZiusiy arba maitinanc¢iy kriitimi darbuotojy sauga ir sveikata,
nustatymo (OL L 348, 1992 11 28, p. 1-7).

Zr. 25 i$nasa.

Zr. 23 i3nasa.

42

46
47

LT



LT

. Suderinamumas su kitomis Sajungos politikos sritimis
ES pagrindiniy teisiy chartija

Pasifilymo tikslai atitinka ES pagrindiniy teisiy chartijos 2 straipsnj (,Zmogaus teisé j
gyvybe®) ir 31 straipsnj (,,Tinkamos ir teisingos darbo salygos®).

Suderinamumas su REACH reglamentu

Nuo 2007 m. galiojan¢iame REACH reglamente®, be kita ko, nustatyti du skirtingi ES
reguliavimo metodai, t.y. apribojimas ir autorizacija. REACH reglamento ir darbuotojy
apsaugos teisés akty sasajos gerinimo klausimas yra sprendZiamas Siuo metu persvarstant
REACH reglamentg®.

Apribojimai suteikia ES galimybe nustatyti miSiniy ar gaminiy sudétyje esanciy cheminiy
medZiagy gamybos, tiekimo rinkai ir (arba) naudojimo salygas. Autorizacijos tikslas —
uztikrinti, kad labai didelj susirtipinimg kelian¢iy cheminiy medZiagy (SVHC) keliama rizika
biuty tinkamai kontroliuojama, kartu skatinant laipsniSka jy pakeitimg tinkamomis
ekonomisSkai ir techniSkai perspektyviomis alternatyvomis.

Pagal REACH reglamenta ribojamas tam tikras Svino naudojimo atvejy skaicius. DraudZiama
Sving naudoti daZuose (su tam tikromis iSimtimis)® *!, juvelyriniuose dirbiniuose ir
gaminiuose, kurie skirti liestis su oda, ir naudoti Sving bei jo miSinius, tiekiamus placiajai
visuomenei>.

Diizocianty naudojimas ribojamas pagal REACH reglamenta®. Jie gali biiti naudojami arba
pateikiami rinkai kaip atskiros cheminés medZiagos, kaip sudedamoji dalis kitose medZiagose
arba miSiniuose, skirtuose pramoniniam ir profesiniam naudojimui, tik tuo atveju, jei
darbdavys arba savarankiSkai dirbantis asmuo uZtikrina, kad prieS naudojant chemine
medZiagq (-as) ar miSinj (-ius) pramoninis arba profesionalus naudotojas (-ai) biity sékmingai
baiges mokymag apie saugy diizocianaty naudojima.

Daugiau informacijos apie Sioms dviem cheminéms medZiagoms pagal REACH taikomus
apribojimus pateikta prie Sio pasiiilymo pridedamos poveikio vertinimo ataskaitos 8 priede.

ACSH savo nuomonéje> nurodé, kad REACH apribojimy (dél darbuotojy mokymo) ir DSS
nuostaty derinys, ypac ribiniy verciy laikymasis ir atliekamas sveikatos patikrinimas, yra
veiksmingiausias biuidas uzkirsti kelig didZiausiam poveikiui, kuris yra pagrindinis veiksnys,
lemiantis astmga dél diizocianaty poveikio.

Kartu ES DSS direktyvos (KMRMD ir CAD) ir REACH reglamentas yra svarbiis siekiant
apsaugoti darbuotojus nuo Svino ir diizocianaty poveikio keliamos rizikos.

48 Zr. RAC nuomonés 23 iSnasa.

2022 m. balandZio 5d. jvyko pirmasis bendras uz REACH atsakingy kompetentingy institucijy ir
ACSH Cheminiy medZiagy darbo grupés interesy grupiy posédis, kuriame aptarti dabartinés REACH
perziiiros DSS aspektai.

49

50 https://echa.europa.eu/documents/10162/22dd9386-7fac-4e8d-953a-ef3c71025ad4
>1 https://echa.europa.eu/documents/10162/ffd7653b-98cc-4bcc-9085-616559280314
52 https://echa.europa.eu/documents/10162/61845f2b-f319-ab2e-24aa-6fc4{8fc150f

53 https://echa.europa.eu/documents/10162/503ac424-3bcb-137b-9247-09e41eb6dd5a

54 Zr. 25 i3nasa.
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Suderinamumas su Baterijy reglamentu

2020 m. gruodzio mén. Komisija pasiilé naujg Baterijy reglamenta™, kuriuo siekiama
uztikrinti, kad ES rinkai pateikiamos baterijos biity tvarios ir saugios per visa jy gyvavimo
cikla. Tai neatsiejama ES Zaliojo kurso dalis, kuria siekiama placiau naudoti Siuolaikines
neiSkastiniais degalais varomas transporto priemones ir kuri galéty buti susijusi su didesniu
Svino turinciy baterijy naudojimu, be kita ko, ju perdirbimo metu. Atnaujinus Svino ribines
vertes uZtikrinama, kad bateriju gamybos ir perdirbimo darbuotojams biity uZtikrinta auksSto
lygio sveikatos apsauga, nepaisant galimai didesnés gamybos apimties ateityje.

Suderinamumas su moksliniais tyrimais

Svinas ir diizocianatai buvo prioritetinés cheminés medZiagos pagal ES Zmogaus biologinés
stebésenos programa (HBM4EU), finansuojama pagal programa ,Horizontas 20204 —
bendrg 30 Saliy, Europos aplinkos agentiiros ir Europos Komisijos veikla, vykdyta 2017-
2021 m. [gyvendinant programg sukaupta Ziniy, suteikianciy jZvalgy apie saugy cheminiy
medZiagy valdyma ir taip padedanc¢iy apsaugoti Zmoniy sveikata. Buvo jgyvendintas specialus
projektas dél metaly profesinio poveikio, i$ kurio rezultaty matyti, kad keliy metaly, jskaitant
Sving, poveikis pasireiSkia perdirbant e. atliekas. Taip pat buvo jgyvendintas diizocianatams
skirtas projektas, kurio metu buvo perZitiréti dabartiniai biologiniai Zymenys, naudojami
biologiniam diizocianaty stebéjimui, jvertintas dabartinis jy kiekis darbuotojy organizme ir
nustatytos moksliniy tyrimy spragos”’.

Suderinamumas su Europos kovos su véZiu planu

Europos kovos su véziu plano tikslas — apimti visg ligos raidg®. Jis yra suskirstytas pagal
keturias pagrindines veiksmy sritis, kuriose ES gali duoti daugiausia naudos: i) prevencija; ii)
ankstyvas véZio aptikimas; iii) diagnostika ir gydymas ir iv) véZiu serganciy pacienty ir vézj
jveikusiy asmeny gyvenimo kokybé. Nors Svino poveikis retas, jis gali sukelti vézj, o
sumazinus ribines vertes bus lengviau uZkirsti kelig Siems véZiniams susirgimams.

Kalbant apie diizocianatus, nepageidaujamas poveikis sveikatai neapima véZio, tad Europos
kovos su véZiu planas néra aktualus.

Suderinamumas su strategija ,, Renovacijos banga“

IS pastaty j aplinka patenka 36 proc. su energetika susijusiy Siltnamio efekta sukelianciy dujy.
AtsiZvelgiant j tai, kad daugiau kaip 85 proc. dabartiniy pastaty vis dar stovés 2050 m.,
siekiant jgyvendinti Europos Zaliojo kurso tikslus, bus itin svarbu atlikti renovacijos darbus
energijos vartojimo efektyvumui uZtikrinti. AtsiZvelgiant | tai, strategija ,,Renovacijos
banga“® siekiama iki 2030 m. padvigubinti metinj energinés renovacijos mastg. Atlikus

55

https://ec.europa.eu/environment/pdf/waste/batteries/

Proposal for a Regulation on batteries and waste batteries.pdf
https://www.hbm4eu.eu/about-us/

Daugiau informacijos zr. Scholten, B; Kenny, L; Duca, R; Pronk, A; Santonenas, T; Galea, K.S; Loh,
M; Huumonenas, K; Sleeuwenhoek, A; Creta, M; Godderis, L; and Jones, K. 2020. Biomonitoring for
occupational exposure to diisocyanates: A systematic review. Annals of Work Exposures and Health
64(6): 569-585, https://academic.oup.com/annweh/article/64/6/569/5822987?1login=true.

Komisijos komunikatas FEuropos Parlamentui ir Tarybai ,Europos kovos su véZiu planas®,
COM(2021) 44 final.

Komisijos komunikatas Europos Parlamentui, Tarybai, Europos ekonomikos ir socialiniy reikaly
komitetui ir Regiony komitetui ,Renovacijos banga Europoje: pastaty ekologizavimas, darbo viety
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specializuotus renovacijos darbus, kuriais siekiama sumaZinti energijos suvartojima, gali
padidéti ilgalaiké nekilnojamojo turto verté, be to, juos atliekant gali biiti kuriamos naujos
darbo vietos ir pritraukiama neretai vietos tiekimo grandiniy palaikomy investicijy. Taciau
Salindami daZus, vandentiekio ir stogo medZiagas (ir kitas medZiagas), darbuotojai galéty
patirti Svino poveikj ir diizocianaty poveikj, nes biity naudojama daugiau izoliaciniy puty ir
geresnés pavirSiaus dangos, siekiant padidinti apstatytos aplinkos Silumine izoliacijg. Todél
Siuo pasitilymu prisidedama prie renovacijos, kuri yra naudinga aplinkai ir kuria uZtikrinama
darbuotojy sauga ir sveikatos apsauga, vykdymo.

2. TEISINIS PAGRINDAS, SUBSIDIARUMO IR PROPORCINGUMO
PRINCIPAI
. Teisinis pagrindas

Sutarties dél Europos Sgjungos veikimo (SESV) 153 straipsnio 2 dalies b punkte nustatyta,
kad Europos Parlamentas ir Taryba, ,atsiZvelgdami j kiekvienoje valstybéje naréje esamas
salygas ir technines taisykles, gali Sio straipsnio [SESV 153 straipsnio] 1 dalies a—i punktuose
nurodytose srityse direktyvomis nustatyti butiniausius laipsniSko jgyvendinimo reikalavimus.
Tokiose direktyvose vengiama nustatyti administracinius, finansinius ir teisinius apribojimus,
galinCius varZyti mazyjy ir vidutiniy jmoniy kirimg ir plétojima.“ SESV 153 straipsnio 1
dalies a punkte teigiama, kad ES turi remti ir papildyti valstybiy nariy veikla ,,visy pirma
darbo aplinkos gerinimo siekiant rapintis darbuotojy sveikata ir sauga“ srityje.

Ir KMRMD, ir CVD buvo priimta remiantis SESV 153 straipsnio 2 dalies b punktu, siekiant
gerinti darbuotojy sveikatg ir sauga. Siuo pasiiilymu siekiama sustiprinti darbuotojy sveikatos
apsaugg pagal SESV 153 straipsnio 1 dalies a punkta, KMRMD nustatant perZiiirétas Svino
PPRV ir BRV, o CVD - diizocianaty PPRV ir TPRYV, kartu atliekant tam tikra techninio
pritaikymo darba. Todél SESV 153 straipsnio 2 dalies b punktas yra tinkamas Komisijos
pasitilymo iS dalies pakeisti KMRMD ir CVD teisinis pagrindas.

Pagal SESV 153 straipsnio 2 dalj visy pirma darbo aplinkos gerinimas, siekiant riipintis
darbuotojy sveikata ir sauga, yra vienas socialinés politikos aspekty, kurio atZvilgiu ES
dalijasi kompetencija su valstybémis narémis.

. Subsidiarumo principas (neiSimtinés kompetencijos atveju)

Moksliniy Ziniy apie Sving ir diizocianatus atsirado nuo 1998 m., kai buvo priimta CVD (ir
ankstesné 1982 m. direktyva, skirta Svinui). Priemus KMRMD, KMD taikymo sritis buvo
pakeista, reprotoksine medZiagg Sving jtraukiant | KMRMD taikymo sritj. Be to, ES veiksmy
pridétiné verté yra pagrjsta, nes problema placiai paplitusi visoje ES. Nors perZitiréjus Svino ir
jo neorganiniy junginiy PPRV ir BRV ir nustacius diizocianaty profesinio poveikio ribines
vertes ir TPRV, konkurencijai bendrojoje rinkoje nebiity padarytas didelis poveikis, labiau
suderinus biitinuosius reikalavimus, veiklos vykdytojams biity uZtikrintos vienodesnés
salygos bendrojoje rinkoje.

IS duomeny, surinkty atliekant parengiamajj darba, matyti, kad valstybés narés yra
nustaciusios skirtingas Svinui ir diizocianatams taikytinas ribines vertes. Pripazindamos

kiirimas ir gyvenimo gerinimas®“, COM(2020) 662 final.
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mokslo Ziniy raida, kai kurios valstybés narés jau sumaZino skirtingu mastu savo ribines
vertes, taikomas Svinui, ir (arba) nustaté ribines vertes, taikomas diizocianatams.

Valstybiy nariy Svino BRV svyruoja nuo 20 pg/100 ml kraujo iki 70 pg/100 ml kraujo
(dabartiné BRV pagal KMRMD). 15 valstybiy nariy BRV yra maZesné uz dabartine ES
BRV'. Kai kuriose valstybése narése moterims nustatyta mazesné riba, kuri priklauso nuo
amZiaus arba jos atveju nurodoma, kad ji taikoma ,vaisingo amZzZiaus moterimis“, ir kuri
paprastai svyruoja nuo 20 iki 40 pg/100 ml kraujo. PPRV svyruoja nuo 0,050 g/m3 iki
0,150 g/m3 (dabartiné PPRV pagal KMRMD).

Diizocianatams taikytina ES ribiné verté nenustatyta. Vis délto trijose ES valstybése narése
nustatyta bendra PPRV?, o keliose valstybése narése kai kuriems, bet ne visiems skirtingiems
diizocianatams taikomos skirtingos PPRV ir TPRV. Jei yra, PPRV svyruoja nuo 3 pg
NCO/m3 iki 500 pg NCO/m3, o vidutiné verté yra 17,4 pg NCO/m3. TPRV verté yra 10—
82 pg NCO/m3.

AtsiZvelgiant | pirmiau apraSyta padeétj, akivaizdu, kad darbuotojams ES taikoma skirtingy
lygiy apsauga nuo Svino ir diizocianaty.

Dél dideliy nacionaliniy ribiniy verciy skirtumy iSkraipoma konkurencija bendrojoje rinkoje.
MaZesniy nacionaliniy verciy laikymosi sanaudos paprastai yra didesnés ir todél jmonés,
veikiancios rinkose, kuriose nacionaliniy ribiniy verciy néra arba jos yra ne tokios grieztos,
turi konkurencinj prana$uma. Kalbant apie $vina, Bulgarijoje, Cekijoje, Danijoje, Latvijoje ir
Lenkijoje jsisteigusios jmoneés turi atitikti PPRV, kuri yra 3 kartus maZesné uz Siuo metu ES
lygmeniu nustatyta didZiausia PPRV (0,050 g/m3, palyginti su 0,150 g/m3), o tai galéty
neigiamai paveikti ju konkurencinguma ir lemti skirtumus bendrojoje rinkoje. Galimas
poveikis konkurencijai yra dar didesnis diizocianaty, kuriems Siuo metu néra nustatytos ES
ribinés vertés, atveju. Jei yra nustatytos nacionalinés ribinés vertés, PPRV svyruoja nuo
3 pg NCO/m? iki 500 pg NCO/m3. Todél atnaujinus Svino ribines vertes ir pirma karta
nustacius diizocianaty ribines vertes bus prisidéta prie didesnio suderinimo bendrojoje rinkoje
ir sukurtos vienodesnés salygos jmonéms.

Nors atskiros valstybés narés vis dar galéty nustatyti maZesnes vertes, jmonéms bus sudarytos
vienodesnés salygos. Imonés, norincios vykdyti veikla skirtingose ES valstybése narése, gali
gauti papildomos naudos iS taikomy ribiniy ver¢iy standartizavimo, kuris gali suteikti
galimybe sutaupyti, nes visiems objektams bus taikomi bendri sprendimai, o ne kuriami
konkreCioms vietoms skirti sprendimai, padedantys laikytis jvairiy reikalavimy dél PPRV ir
BRV.

Rizika darbuotojy sveikatai ir saugai, kylanti dél Svino, kuris yra darbo aplinkoje pasitaikanti
pavojinga reprotoksiné medZiaga, ir diizocianaty, kurie jautrina kvépavimo takus, poveikio,
yra iS esmeés panaSi visoje ES ir abi medZiagos placiai naudojamos jvairiuose sektoriuose ir
Salyse. Dél Sios prieZasties ES tenka aiSkus vaidmuo padéti valstybéms naréms Salinti tokia
rizika.

! BG, HR, CZ, DK, FI, FR, DE, HU, IT, LV, NL, PL, SK, SI, SE.
2 HR, IE, LT.
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Prie Sio pasitilymo pridétame iSorés tyrime dél $vino® nurodyta 18 valstybiy nariy, kurios
gamina rafinuotg Sving, ir maZesnis skaiCius valstybiy nariy, vykdanc¢iy Svino gavyba. ES
pagaminama daugiau kaip 10 mln. tony per metus Svino, kuris naudojamas jvairiuose
procesuose, jskaitant Svino baterijy, lakSty ir milteliy gamyba, ir gaminiuose.

Diizocianatai gaminami 7 valstybése narése ir visoje ES naudojami 21 atitinkamame galutinés
grandies sektoriuje.

Siekiant uZtikrinti, kad darbuotojy apsaugos nuo Svino ir diizocianaty poveikio priemonés
bity kuo veiksmingesnés, direktyvos turi biiti nuolat atnaujinamos atsiZvelgiant | naujausias
RAC nuomoneése pateiktas mokslo Zinias*. AtsiZvelgiant j turimus mokslo duomenis, bitina
perZiiiréti Svino ir jo neorganiniy junginiy PPRV ir BRV bei nustatyti diizocianaty PPRYV ir
TPRV. Darbuotojy sveikatos apsauga nuo rizikos, kylancios dél Siy medzZiagy poveikio, jau
reglamentuojama ES teisés aktais, visy pirma CVD ir KMRMD, kuriuos galima iS dalies
keisti tik ES lygmeniu. Sis pasiiilymas grindZiamas ilgomis ir jtemptomis diskusijomis su
visais suinteresuotaisiais subjektais (darbuotojy asociacijy, darbdaviy asociacijy ir
vyriausybiy atstovais). Tai padeda uZtikrinti, kad biity tinkamai laikomasi subsidiarumo ir
proporcingumo principy.

CVD ir KMRMD atnaujinimas atsiZvelgiant j turimus naujausius mokslo duomenis yra
veiksmingas biidas uZtikrinti, kad prevencinés priemonés biity atitinkamai atnaujintos visose
valstybése narése. Tai padés suvienodinti butiniausius reikalavimus, kuriais siekiama
uztikrinti geresnius sveikatos apsaugos ir saugos standartus. Tai savo ruoZtu sumaZzins
darbuotojy sveikatos apsaugos ir saugos lygio skirtumus tarp valstybiy nariy ir visoje ES
bendrojoje rinkoje.

Be to, ribiniy verciy perZiiira arba nustatymas yra labai sudétinga uzZduotis, kuriai atlikti reikia
turéti aukSto lygio kompetencija mokslo srityje. Nustacius ribines vertes ES lygmeniu bus
igytas svarbus pranasumas, nes valstybéms naréms nebereikés atlikti savo mokslinés analizés
ir jos veikiausiai galés sutaupyti nemaZai administracinéms islaidoms skirty 1é3y. Sios
sutaupytos léSos galéty biti skirtos tolesniam DSS politikos tobulinimui kiekvienoje
valstybéje naréje.

Taigi, siekiant Sio pasitlymo tiksly, tiek Svino, tiek diizocianaty atzvilgiu bitina imtis ES
lygmens veiksmy, nes dél siilomo veiksmo masto ir poveikio Siy tiksly valstybés narés negali
deramai pasiekti centriniu ar regiono ir vietos lygmenimis. Tai atitinka Europos Sajungos
sutarties (toliau— ES sutartis) 5 straipsnio 3 dalj. KMRMD ir CVD gali biti iS dalies
keiciamos tik ES lygmeniu, surengus dviejy etapy konsultacijas su socialiniais partneriais
(administracija ir darbuotojais) pagal SESV 154 straipsnj.

. Proporcingumo principas

Pasitilyme laikomasi proporcingumo principo, nes juo nekeiciami direktyvy tikslai ir bendrieji
reikalavimai. Veiksmai apsiriboja naujy ir persvarstyty ribiniy verciy sitlymu, visapusiskai
atsizvelgiant j naujausia mokslo informacija ir socialinius bei ekonominius jgyvendinamumo
veiksnius. Jie iSsamiai aptarti su visais suinteresuotaisiais subjektais (darbuotojy organizacijy,

3 RPA (2021 m.), Zr. 21 iSnasa.
4 Zr. 23 i3nasa.
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darbdaviy organizacijy ir vyriausybiy atstovais). Sia iniciatyva siekiama uZtikrinti suderintg
poZzirj, t. y. uzkirsti kelig tam, kad jmonés atsidurty labai nepalankioje ekonominéje padétyije,
kartu uZtikrinant tinkama darbuotojy apsauga ES lygmeniu. Kadangi pasitlymu dél
diizocianaty pirmq karta nustatomos ribinés vertés, jame numatytos priemonés, kuriomis
maZinama naSta ir padedama laikytis nuostaty (pvz., pereinamasis laikotarpis) ir kurios taip
pat buvo aptartos su atitinkamais suinteresuotaisiais subjektais. Siomis pereinamojo
laikotarpio priemonémis prisidedama prie sitilomos iniciatyvos proporcingumo, uZtikrinant
tinkamesnj laikotarpj jmonéms prisitaikyti. Kalbant apie Svina, pasitlymas yra dalis
nuoseklaus poziiirio® j geresne darbuotojy apsaugg nustatant grieZtesnes nei esamos ribines
vertes.

Be to, nustacius Sias naujas arba perZzitirétas abiejy medZiagy ribines vertes, bendrovés patirty
nedideliy iSlaidy, ypac palyginti su jy apyvarta. Iniciatyva laikoma suderinta ir pagrjsta,
atsizvelgiant j sukaupta ilgalaike nauda, susijusig su rizikos sveikatai, kylancios dél Svino ir
diizocianaty poveikio darbuotojams, mazZinimu ir profesiniy ligy prevencija. Pagal SESV 153
straipsnio 4 dalj Siuo pasiiilymu nustatomi bitiniausi reikalavimai, bet neuZkertamas kelias
jokiai valstybei narei iSlaikyti arba pradéti taikyti su Sutartimis suderinamas grieZtesnes
apsaugos priemones, pvz., nustatyti maZesnes ribines vertes arba jtvirtinti kitas nuostatas,
kuriomis biity uZtikrinama geresné darbuotojy apsauga. Tai suteikia valstybéms naréms tam
tikry lankstumo galimybiy.

Darytina iSvada, kad Siuo pasiiilymu nevirSijama to, kas biitina jo tikslams pasiekti laikantis
ES sutarties 5 straipsnio 4 dalyje nustatyto proporcingumo principo. ISsami informacija apie
tai, kaip laikomasi proporcingumo principo, iSdéstyta prie Sio pasitilymo pridedamoje
poveikio vertinimo ataskaitoje (8.4 punktas).

. Priemonés pasirinkimas

SESV 153 straipsnio 2 dalies b punkte nurodyta, kad bitiniausius darbuotojy sveikatos
apsaugos ir saugos srities reikalavimus galima nustatyti direktyvomis.

3. EX POST VERTINIMO, KONSULTACIJU SU SUINTERESUOTOSIOMIS
SALIMIS IR POVEIKIO VERTINIMO REZULTATAI

. Galiojanciy teisés akty ex post vertinimas / tinkamumo patikrinimas

Naujausiame iSsamiame CVD ir KMD vertinime (2017 m. atliktas ES DSS direktyvy ex post
vertinimas') padaryta iSvada, kad, remiantis turimais jrodymais, direktyvos tebéra labai
aktualios ir veiksmingos. Jame pabréZiama, kad ribinés vertés yra svarbi cheminés rizikos
valdymo darbo vietoje priemoné ir kad reikia patvirtinti daugelio kity didelj susirtipinimag
kelianCiy medZiagy poveikio ribines vertes. Kalbant konkreciai, vertinime nustatyta, kad
reikia apsvarstyti tinkamiausig rizikos, kuri gali kilti dél cheminiy ir reprotoksiniy medZiagy

5 Ribiniy ver€iy nustatymo ir (arba) perziiiros procesas apima Komisijos atliekama moksliniam

vertinimui skirty prioritetiniy medZiagy nustatyma, jskaitant suinteresuotyjy subjekty dalyvavima
valstybiy nariy ir socialiniy partneriy lygmeniu, Europos cheminiy medZiagy agentiiros Rizikos
vertinimo komiteto mokslinj vertinima, vieSas konsultacijas, triSales darbdaviy, darbuotojy ir
vyriausybiy atstovy konsultacijas, vykdomas pasitelkiant Darbuotojy saugos ir sveikatos patariamaji
komitetg, ir iSorés tyrimu pagrjsta poveikio vertinima.

! https://eur-lex.europa.eu/legal-content/EN/TXT/PDE/?uri=CELEX:52017SC0010&from=en
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poveikio, valdymo metoda ir klausimus dél to, ar ir kaip bty galima veiksmingiau taikyti
biologine stebésena darbo vietoje kylanciai rizikai valdyti. Jame taip pat teigiama, kad
jautrinancios medZiagos turéty biiti laikomos svarbiu prioritetu, kurj reikéty toliau svarstyti,
siekiant uZtikrinti, kad rizikos valdymo reikalavimai bty tinkami.

Si iniciatyva taip pat atitinka Komisijos tarnyby darbinj dokumentg, pridedama prie 2021—
2027 m. ES darbuotojy sveikatos ir saugos strateginés programos (SWD(2021) 148 final)?,
kuriame nurodoma, kad reikia daugiau démesio skirti kovai su profesinémis ligomis. Jame
visy pirma teigiama, kad Svinui taikomos ribinés vertés turéety biiti perZitirétos atsizvelgiant j
naujus mokslo duomenis.

. Konsultacijos su suinteresuotosiomis Salimis
Dviejy etapy konsultacijos su Europos socialiniais partneriais pagal SESV 154 straipsnj

2020 ir 2021 m. Komisija surengé dviejy etapy ES lygmens konsultacijas su socialiniais
partneriais pagal SESV 154 straipsnio 2 dalj. Komisija konsultavosi su socialiniais partneriais
dél poziiirio i privalomy Svino ir jo junginiy profesinio poveikio ribiniy verciy perziirg ir
diizocianaty profesinio poveikio ribiniy verciy nustatyma CVD.

Darbuotojy organizacijos

Europos profesiniy sajungy konfederacija (ETUC) atsaké j klausimus pirmajame konsultacijy
etape, pripaZindama galiojanciy teisés akty svarba. Nors ETUC i§ esmés pritaré dabartiniy
Svino ribiniy verCiy maZinimui, ji iSreiSké nuomone, kad RAC priimtoje mokslinéje
nuomoneéje pasitilyta BRV neuZtikrinama pakankama vaisingo amZiaus motery apsauga darbo
vietoje ir vienodas poziiiris | moteris ir vyrus darbe®. Ji pasiilé nustatyti maZesne BRV. Be to,
ji iSdésté keleta bendro pobiidZio samprotavimy, susijusiy su poreikiu gerinti darbuotojy
apsaugg nuo reprotoksiniy medZiagy poveikio ir Nés¢iy darbuotojy direktyva 92/85/EEB*
Siame kontekste.

ETUC sutiko, kad reikia nustatyti diizocianatams taikyting privaloma ES PPRYV, siekiant
uztikrinti bitiniausius diizocianaty poveikj patirianc¢iy darbuotojy apsaugos reikalavimus
visoje ES. Kartu ji iSreiSké nuomone, kad tai pirmas kartas, kai jautrinan¢ioms medZiagoms
biity nustatyta ES privaloma PPRV siekiant pagrindinio tikslo — uZkirsti kelig profesinei
astmai, todel ji pasitlé Sj punkta aptarti ir dél jo susitarti ACSH, kuriame atstovaujama
darbuotojams, darbdaviams ir vyriausybéms.

Darbuotojy organizacijos mano, kad Siais klausimais reikia imtis privalomy ES teisékiros
veiksmy, todél nemato poreikio pradéti deryby procediirg pagal SESV 155 straipsnj. Vis délto
ETUC nurodo, kad ji gali pageidauti aptarti papildomus klausimus su darbdaviais ir ieSkoti
bendros pozicijos dél tam tikry klausimy, pavyzdZiui, dél geriausios teisinés priemonés,
skirtos darbuotojams apsaugoti nuo nuodingyjy reprodukcija veikian¢iy medZiagy poveikio

2 7Zr. 3 isnasa.

RAC rekomenduoja CVD nurodyti, kad darbo vietoje turéty biiti vengiama Svino poveikio vaisingoms
moterims arba jis turéty bati kuo labiau sumaZintas, nes Svinui taikoma BRV nepadeda apsaugoti
vaisingo amziaus motery palikuoniy. ETUC mano, kad padétis diskriminaciné, nes gali biti taip, kad
moterys nebus jdarbinamos darbo vietose, kuriose jos gali patirti Svino ir jo junginiy poveikj.

Zr. 45 i3nasa.
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rizikos, arba deél poreikio parengti nauja metodika, kaip sumaZinti medZiagy, kurioms
netaikomos ribinés verteés, kiekj ES lygmeniu.

Darbdaviy organizacijos

Pirmajame konsultacijy etape | klausimus atsaké trys darbdaviy organizacijos:
BUSINESSEUROPE (Europos verslo konfederacija), SMEunited (Europos amaty, mazy ir
vidutiniy jmoniy asociacija) ir Europos statybos pramonés federacija (FIEC).

Sios darbdaviy organizacijos pritaré tikslui veiksmingai apsaugoti darbuotojus nuo
pavojingyjy cheminiy medZiagy poveikio, be kita ko, atitinkamais atvejais ES lygmeniu
nustatant PPRV. Jos mano, kad tai atitinka darbuotojy ir jmoniy interesus ir padeda uzZtikrinti
vienodas salygas. Vis délto jos taip pat iSreiSké abejoniy dél poZitirio, kuriuo vadovaujamasi
nustatant tokias vertes.

Kalbant apie konsultacijoms skirtame dokumente nurodytus klausimus, darbdaviy
organizacijos pritare Komisijos bendrai krypcCiai nuolat gerinti darbuotojy apsauga nuo
kancerogeny poveikio ir cheminiy veiksniy keliamos rizikos darbo vietoje, laikantis tam tikry
salygy. Jy nuomone, ribiniy verciy nustatymo procesas turéty biiti grindZiamas patikimais
mokslo duomenimis, techninémis ir ekonominémis galimybémis, socialinio ir ekonominio
poveikio vertinimu ir ACSH nuomone, kaip Siuo metu daro Komisija.

Be to, jos pabrézé, kad maZesné ribiné verté ne visada reiSkia geresne darbuotojy apsauga, nes
ji priklauso nuo galimybés ja matuoti, o darbdaviams — ja praktiSkai taikyti.

BUSINESSEUROPE ir SMEunited pabréZzé, kad reikia jvertinti poveikj maZosioms ir
vidutinéms jmonéms (MVI), visy pirma labai maZzoms jmonéms, proporcingumo ir galimybiy
imtis veiksmy poZiiiriu, taip pat atsizvelgti j sektoriy skirtumus.

Atsakydamos j klausimag dél Siems klausimams spresti naudotinos privalomos priemonés,
SMEunited nurodé, kad neatlikus iSsamesnés naujy verciy poveikio amatams, MV] ir
darbdaviy jsipareigojimams analizés, ji negali jvertinti, ar tokia priemoné biity tinkama.

Kalbant apie Sving ir jo junginius, BUSINESSEUROPE nurodé pramonés sudarytus
savanoriSkus susitarimus, kuriais siekiama nuolat maZinti Svino ir jo junginiy poveikio verte,
kiek tai leidZia technologija. Ji pabrézé, kad DSS teisés aktais ES ir nacionaliniu lygmenimis
jau uZtikrinamas tinkamas darbuotojy apsaugos lygis, ir atkreipé démesj j esamy privalomy
PPRYV pagal CVD ir kity, su ribine verte nesusijusiy, apsaugos priemoniy svarba.

SMEunited pabrézé, kad turéty biiti pateiktas konkretus pasitilymas dél naujos planuojamos
PPRYV, kad biity galima geriau jvertinti poveikj jmonéms.

Kalbant apie diizocianatus, SMEunited mano, kad triiksta iSsamios diizocianaty keliamos
rizikos analizés, kuria biity galima pagrjsti sprendimq nustatyti ribine verte. Nors Sios
organizacijos iS esmés neprieStaravo, kad biity nustatyta proporcinga ir jgyvendinama PPRYV,
taikytina diizocianatams patalpose esanciose darbo vietose, jos vis délto laikési nuomoneés,
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kad lauke esanciose darbo vietose pakanka reikalavimy rengti mokyma apie galima rizika ir
pavojus.

BUSINESSEUROPE, nors ir sutinka, kad darbuotojams kyla rizika, pabrézé, kad nustacius
nauja privalomg PPRYV, darbdaviams biity nustatyti papildomi jpareigojimai ne tik laikytis
ribinés verteés, bet ir taikyti kitas CVD nustatytas apsaugos priemones.

Ji taip pat pabrézé, kokia svarbi pagal REACH reglamenta jau uZtikrinama darbuotojy
apsauga nustatant apribojima, pagal kurj reikalaujama mokyti diizocianatus naudojancius
darbuotojus®, ir su darbuotojy mokymu susijusius jpareigojimus. Be to, ji paZzyméjo, kad
kalbédamas apie apribojimg RAC nurodé, kad darbuotojy mokymas yra veiksmingiausias
biidas sumaZzinti jy patiriamgq diizocianaty ekspozicijq ir poveikj.

BUSINESSEUROPE pareiské, kad ES turi pateikti daugiau informacijos ir analizés apie tai,
kiek veiksminga biity privaloma PPRYV, papildant esamg apribojimg pagal REACH
reglamenta.

Darbdaviy organizacijos laikési nuomoneés, kad esamose parengiamosiose procedirose jau
dalyvauja socialiniai partneriai, jskaitant konsultacijas su ACSH. Todél jos nenori pradéti
deryby procediiros pagal SESV 155 straipsnj.

Antrojo etapo konsultacijy su socialiniais partneriais rezultatai

Komisija pradéjo antrojo etapo konsultacijas su socialiniais partneriais, kurios baigési
2021 m. rugséjo 30d. Siose antrojo etapo konsultacijose daugiausia démesio skirta
numatomam galimy pasitlymy turiniui, kaip reikalaujama pagal Sutartj.

IS darbuotojy organizacijy j antrojo etapo konsultacijy klausimus atsakeé tik ETUC. Ji
pripaZino, kad svarbu toliau gerinti darbuotojy apsauga nuo Svino ir diizocianaty poveikio, ir
pritaré privalomiems veiksmams perZiirint direktyvas. Jau atsakiusi j pirmojo etapo
konsultacijy klausimus, ji dar kartq patvirtino savo pareiSkimus.

Ji nematé biitinybés pradéti derybas pagal SESV 155 straipsnj.

IS darbdaviy organizacijy | antrojo etapo konsultacijy klausimus atsaké tik
BUSINESSEUROPE ir Europos laivy statykly ir laivybos jrangos asociacija (SEA
EUROPE).

BUSINESSEUROPE, jau atsakiusi j pirmojo etapo konsultacijy klausimus, dar kartg
patvirtino savo pareiSkimus.

BUSINESSEUROPE nuomone, esamose parengiamosiose procedirose jau dalyvauja
socialiniai partneriai, 0 ACSH yra tinkama vieta dialogui su jais kartu su vyriausybémis dél
tolesniy proceso etapy. Todél ji nenoréjo pradéti deryby procediiros pagal SESV 155
straipsnj.

Zr. 24 i$nasa._
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SEA EUROPE teigé, kad diizocianatai retai naudojami jos pramonés Sakoje ir kad jei jy
nebebiity galima naudoti, biity rastos alternatyvios medZiagos kaip pakaitalas.

Konsultacijos su Darbuotojy saugos ir sveikatos patariamuoju komitetu (ACSH)

ACSH komitetas sudarytas iS nacionaliniy vyriausybiy ir darbuotojy bei darbdaviy
organizacijy atstovy. Dél Sio pasitilymo su ACSH konsultuotasi jo specialioje Cheminiy
medZiagy darbo grupéje, laikantis ACSH jgaliojimy. Remdamasi Siais jgaliojimais, Komisija
praSso Cheminiy medZiagy darbo grupés aktyviai dalyvauti teikiant rekomendacijas dél
prioritety atliekant naujus ar perZitirint jau atliktus mokslinius vertinimus. Rengdama savo
nuomone, Cheminiy medZiagy darbo grupé atsiZvelgia i RAC pateikta moksline informacija,
taip pat j socialinius ir ekonominius bei jgyvendinamumo veiksnius.

2021 m. lapkri¢io 24 d. ACSH priémé nuomone dél $vino®, kurioje pritariama tam, kad bty
nustatyta privaloma ES PPRV ir privaloma BRV pagal CVD (dabar pagal KMRMD), ir
nuomone’, kurioje pritariama tam, kad bity nustatytos privalomos PPRV ir TPRV pagal
CVD.

Kalbant apie Sving, trys ACSH interesy grupés (darbdaviy, darbuotojy ir vyriausybiy) pasieké
bendrg sutarima dél poreikio perZitiréti ir esama BRYV, ir esama PPRV, jas sumaZinant,
»siekiant geriau apsaugoti darbuotojuy sveikata, atsiZvelgiant j mokslo ir technikos paZanga,
padaryta nuo tada, kai buvo patvirtintos dabartinés ribinés vertés“. Bendro sutarimo dél
sitilytinos ribinés vertés nepavyko pasiekti. Jy nuomone, patekimas nurijus ir jkvépus yra
svarbiis Svino patekimo j Zmogaus organizmg biidai, o Svino koncentracija kraujyje yra
geriausias rodiklis profesiniam poveikiui vertinti. Taip yra todél, kad Svino kiekis organizme
turi lemiamg reikSme létiniam toksiSkumui. Todél svarbu naudoti BRV kaip pagrindine
darbuotojy apsaugos nuo Svino toksiSkumo priemone. PPRV ir BRV papildo viena kitg ir jy
turety biti laikomasi.

Pagrindiniai klausimai, dél kuriy nuomonés iSsiskyré, buvo Sie: i) kaip geriausia spresti
problemas, susijusias su darbuotojais, kuriy kraujo koncentracija dél praeityje patirto poveikio
yra didesné, nes Svinas ilgai iSlieka kauluose; ii) poveikj vaisingo amZiaus moterims
sukeliantis kiekis ir iii) PPRV atveju — neaiSkumai, susije su modeliais, naudojamais vertéms
ir techniniam jgyvendinamumui nustatyti, kartu su sanaudy ir naudos kriterijais Siems
kiekiams pasiekti®.

Pirmiau minéti nuomoniy skirtumai atkreipia démesj j sveikatos patikrinimo (reikalavimas jj
atlikti jau nustatytas KMRMD) svarba veiksmingam atskiry darbuotojy, kurie galéjo patirti
poveikj praeityje, valdymui arba vaisingo amZiaus darbuotojoms moterims . Bendrieji
reikalavimai dél sveikatos patikrinimo (taikomi visy j direktyvos taikymo sritj patenkanciy
medZiagy atveju) papildomi specialiais reikalavimais, taikomais tais atvejais, kai darbuotojai
patiria tam tikro nustatyto Svino kiekio poveikj, dél kurio reikia atlikti iSsamesnj medicininj
patikrinima, kai ekspozicija virSija 0,075 mg/m3 ore (50 proc. dabartinés PPRV) arba
40 1g/100 ml kraujo (apytikriai 60 proc. dabartinés BRV).

6 Zr. 25 isnasa.

Zr. 25 i3nasa.

ISsami skirtingy nuomoniy apZvalga pateikta ACSH nuomonéje (Zr. 25 iSnaSg) ir prie Sio pasitilymo
pridedamoje poveikio vertinimo ataskaitoje.
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Svino atveju sveikatos arba medicininis patikrinimas svarbus todél, kad 3vinas islieka
kauluose (puséjimo trukmeé kauluose® yra 6-37 metai) ir laipsniSkai patenka j krauja.

Kalbant apie diizocianatus, trys ACSH interesy grupés susitaré dél sialyting PPRV ir TPRV
skaitiniy reikSmiy ir dél techniniy matavimo galimybiy ir rizikos valdymo priemonéms
igyvendinti reikalingo laiko, visy pirma galutinés grandies sektoriuose, rekomendavo
vadovautis poZiiiriu, pagal kurj vertés biity pradedamos taikyti laipsniSkai. Darbdaviy interesy
grupé pabrézé, kad reikia spresti Sio veiksnio sukeliamos profesinés astmos problema,
uzkertant kelig didZiausiam poveikiui. Ji pripazino, kad nustatant TPRV reikia laikytis
pragmatiSko poZzitrio, kuris padéty gerokai sumaZzinti didZiausia poveikj, o tai pasiekus labai
pagereéty darbuotojy sveikata.

Kaip priemoné ankstyviems kvépavimo taky jautrinimo poZymiams ir simptomams nustatyti
taip pat atitinkamai minimas specialus sveikatos patikrinimas pagal CVD 6 straipsnio 3 dalj ir
10 straipsnj. Sios priemoneés turéty atitikti nacionalinius jstatymus ir (arba) praktika, taip pat
darbo medicinos principus ir praktika.

Taigi sutariama, kad pagal CVD reikia nustatyti privaloma 6 pg/m3 PPRV kartu su susijusia
12 pg/m3 TPRV ir Zymas ,odos ir kvépavimo taky jautrinimas“ ir ,,oda“. Taip pat buvo
pasiiilyta 10 pg/m? pereinamojo laikotarpio verté su susijusia 20 pg/m? TPRV, kurios turéty
biti taikomos iki 2028 m. gruodZio 31 d.

. Tiriamyjy duomeny rinkimas ir naudojimas

Perzitirédama privalomas Svino ribines vertes (PPRV ir BRV) pagal KMRMD ir pirmg kartg
nustatydama privalomas diizocianaty PPRV ir TPRR vertes, Komisija laikési nusistovejusios
procediiros, pagal kurig praSoma moksliniy rekomendacijy ir konsultuojamasi su ACSH.
Tvirtas mokslinis pagrindas bitinas bet kokiems DSS srities veiksmams, ypac susijusiems su
pavojingosiomis medZiagomis, pagristi. Siuo klausimu Komisija konsultavosi su Europos
cheminiy medZiagy agenttros Rizikos vertinimo komitetu (RAC).

RAC rengia aukStos kokybés lyginamuosius analitinius duomenis ir uZtikrina, kad su
darbuotojy sveikatos apsauga ir sauga susije Komisijos pasitilymai, sprendimai ir politika
biity grindZiami patikimais mokslo duomenimis. RAC nariai yra aukstos kvalifikacijos,
nepriklausomi tam tikros specializacijos srities ekspertai, atrinkti pagal objektyvius kriterijus.
Jie teikia Komisijai nuomones, j kurias atsiZvelgiama plétojant ES politika darbuotojy
apsaugos srityje.

RAC mokslinés nuomonés'™, bitinos siekiant perZitiréti privalomas $vino ribines vertes
(PPRV ir BRV) ir pirmg karta nustatyti privalomas diizocianaty PPRV ir TPRV vertes, buvo
priimtos 2020 m. birZelio 11 d. Savo nuomonéje dél Svino RAC siiilo nustatyti Svino BRV,
kuri yra 15 pg/100 ml kraujo, ir Svino PPRYV, kuri yra 0,004 mg/m? (jkvepiamosios frakcijos).

Kalbant apie diizocianatus, RAC nuomonéje teigiama, kad nebuvo jmanoma nustatyti
padidéjusio bronchy atsako arba astmos vystymosi ribos. Taciau profesinio poveikio ribiné
verté, apibréZiama kaip poveikio dinaminis svertinis vidurkis (DSV) per aStuonias valandas,

Laikas, kurio reikia, kad koncentracija sumaZéty perpus.

10 Zr. 23 i3nasa.
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pagristas NCO grupe', gali biti nustatyta pagal poveikio ir rizikos patirti padidéjusj atsaka
arba diizocianaty sukeltg astma santykj (PRS), pagrista pertekline rizika per visa profesinj
gyvenima.

PRS nurodo jvairius poveikio lygius ir atitinkama rizikgq susirgti profesine astma dél
diizocianaty poveikio.

Bitina nustatyti 15 minu¢iy TPRV, nes didZiausio poveikio vertés yra svarbios ir sukelia
astmg. Taciau didZiausio poveikio matavimas atliekant epidemiologinius tyrimus praktiSkai
nejmanomas, todél RAC sutelké démesj | PPRV ir priéjo prie iSvados, kad reikia nustatyti
TPRYV, kuri turéty biti nustatoma taikant daugiklj, kuris biity ne daugiau kaip du kartus
didesnis uz PPRV. RAC rekomendavo, kad TPRV verté nevirSyty 6 pg/m3 NCO.

Be to, RAC laikési nuomonés, kad Zymos ,,0dos ir kvépavimo taky jautrinimas“ ir ,,oda“ yra
pagristos. Zymos reiskia, kad svarbu ne tik kontroliuoti poveikj jkvépus, bet ir uzkirsti kelia
poveikiui per oda, nes medZiaga gali jsigerti per odg ir prisidéti prie bendro poveikio bei
astmg sukeliancio poveikio. Poveikio per oda galima iSvengti, pavyzdZiui, dévint tinkamas
pirstines ir kombinezonus.

. Poveikio vertinimas

Prie Sio pasiiilymo pridedama poveikio vertinimo ataskaita. Poveikio vertinimo ataskaita buvo
pagrista iSoriniu tyrimu, kurj atliekant buvo renkama informacija, kuria remiantis buvo
analizuojamas galimy KMRMD ir CVD pakeitimy poveikis sveikatai, taip pat socialinis ir
ekonominis poveikis bei poveikis aplinkai'?. 2022 m. spalio 12 d. poveikio vertinimo ataskaita
buvo pateikta Reglamentavimo patikros valdybai (RPV) ir aptarta joje. 2022 m. spalio 14 d.
RPV dél jos paskelbé teigiama nuomone su iSlygomis. RPV pastabos aptartos galutinéje
poveikio vertinimo ataskaitoje.

[Sanalizuotos Sios su jvairiomis Svino ir diizocianaty ribinémis vertémis susijusios galimybeés:
. atskaitos scenarijus, pagal kurj ES nesiimty tolesniy veiksmy (1 galimybe), ir

. su jvairiomis Svino PPRV ir BRV ir diizocianaty PPRV ir TPRV susijusios
galimybeés, atsizvelgiant j RAC atlikta mokslinj vertinima", ACSH nuomone'*
ir valstybése narése nustatytas PPRV (mokslinis vertinimas sudaro patikimag
jrodymy pagrinda, o ACSH nuomonéje pateikta informacija, kuri yra svarbi
siekiant sékmingai jgyvendinti su perZiirétomis PPRV ir BRV susijusias
galimybes).

Kadangi triksta duomeny apie poveikj sveikatai, kurj galima nustatyti, poveikio vertinimo
ataskaitoje nenagrinéjama galimybé nustatyti atskira BRV vaisingo amZiaus darbuotojoms.
Todeél vietoj to pateikiama rekomendacija, nes triksta duomeny apie su atskira BRV susijusias
sgnaudas ir naudg ir apie galimg jos bendrg poveikj. Rekomenduojama orientaciné verté ir

1 Zr. 31 ir 37 i$nasas.

RPA (2021). Zr. 20 i3nasa. Pradéjus tyrima, pagal CVD turéjo biiti nustatytos diizocianaty ribinés
vertés ir atnaujintos Svino ribinés vertés. Taciau poveikio vertinimo ataskaita buvo parengta po to, kai
2022 m. sausio mén. Europos Parlamentas ir Taryba susitaré iSplésti KMD taikymo sritj, todél joje
atsizvelgta j reprotoksiniy medziagy jtraukimg i KMRMD ir jo poveikj.

RAC nuomoné, 7r. 23 iSnasa.

Zr. 25 i3nasa.
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medicininés prieZitiros reikalavimai turéty biti svarstomi kartu, kad biity uZtikrinta tinkama
Sios darbuotojy grupés apsauga.

Ankstyvajame etape buvo atmestos kelios kitos galimybés, nes nuspresta, kad jos
neproporcingos arba ne tokios veiksmingos siekiant $ios iniciatyvos tiksly. Sios atmestos
galimybés susijusios su tuo, kaip nustatyti PPRV, TPRV ir BRV, su kitos priemoneés
pasirinkimu ir MV] pritaikyty priemoniy jdiegimu. Nuspresta, kad su reglamentavimu
nesusijusios alternatyvos, kaip antai rekomendaciniai dokumentai ar gerosios patirties
pavyzdZiai, nepakankamai veiksmingos siekiant Sios iniciatyvos tiksly, nes pasirinkus Sias
galimybes priimtos nuostatos biity neprivalomos. Kita vertus, esami rekomendaciniai
dokumentai arba gerosios patirties pavyzdZiai gali biiti laikomi vienas kitq papildanciais ir
galéty suteikti pridétinés vertés PPRV, TPRV ir BRV. Taip pat atsisakyta priimti kitokj MV]
skirta sprendimg. Taip yra todél, kad MV] sudaro apie 99 proc. jmoniy, kuriy veikloje
naudojamas Svinas ir diizocianatai, todél joms neturéty biiti taikoma iniciatyvos iSimtis. Jy
nejtraukimas reiksty, kad didZioji dauguma Europos darbuotojy, kuriems gresia Siy grupiy
medZiagy poveikis, nebiity pakankamai apsaugoti darbuotojy sveikatos ir saugos teisés aktais,
o tai akivaizdZiai iSkraipyty ES teisés akty sistemq ir lemty nevienodq jos taikyma bei kelty
pavojy pagrindiniams socialinés politikos tikslams ir pagrindinéms teiséms.

Buvo palikta galimybé padéti MV] pratesiant laika, per kurj jos turi pradéti taikyti nustatyta
diizocianaty ribine verte. Manoma, kad pereinamojo laikotarpio verté yra biitina dél
prieZascCiy, susijusiy techninémis matavimo galimybémis, ir tam, kad pramonei biity suteikta
pakankamai laiko jdiegti biitinas rizikos valdymo priemones, visy pirma galutinés grandies
sektoriuose, nes Siuo metu ES lygmeniu ribinés vertés néra. Be to, kadangi dauguma
(99 proc.) imoniy, savo veikloje naudojanciy diizocianatus, yra MV], joms Si pereinamojo
laikotarpio verté bus ypac naudinga.

Komisija taip pat iSnagrinéjo jvairiy politikos galimybiy ekonominj, socialinj poveikj ir
poveikj aplinkai. Sios analizés duomenys pateikti prie $io pasifilymo pridedamoje poveikio
vertinimo ataskaitoje. Sios politikos galimybés buvo lyginamos ir tinkamiausia galimybé
buvo pasirinkta remiantis efektyvumo, veiksmingumo ir suderinamumo kriterijais. Sqnaudos
ir nauda buvo apskaiciuotos 40 mety laikotarpiui. PerZiiiréty PPRV, TPRV ir BRV nauda
sveikatai buvo apskaiCiuota pagal iSlaidas, patiriamas dél ligy, kuriy iSvengta. Visi analitiniai
veiksmai atlikti laikantis geresnio reglamentavimo gairiy".

Komisija palygino numatytas galimybes ir atsizvelgé j jvairiy ACSH interesy grupiy
pozicijas. Tuo remdamasi, Komisija pasirinko tinkamiausia galimybe nustatyti 15 pg/100 ml
kraujo Svino BRYV ir susijusig 0,03 mg/m? PPRYV, kaip aStuoniy valandy dinaminj svertinj
vidurkj (DSV), ir tai paverté atitinkama Siame pasiiilyme iSdéstyta teisés akto nuostata. Si
galimybé laikoma suderinta ir pagrjsta, atsiZvelgiant j sukauptq ir ilgalaike nauda, susijusig su
sumazéjusia dél Svino poveikio darbuotojams kylancCia rizika sveikatai ir iSsaugotomis
gyvybémis, bet ja neuzZkraunama neproporcinga nasta atitinkamy sektoriy jmonéms, jskaitant
MV] ir labai maZas jmones. Kalbant apie diizocianatus, Komisija pasirinko tinkamiausig
galimybe nustatyti 6 pg/m3 PPRYV ir susijusia 12 pg/m? TPRV bei Zymas ,,0dos ir kvépavimo
taky jautrinimas® ir ,,oda“. AtsiZvelgiant j technines matavimo galimybes ir laika, kurio reikia

15

Pateiktos Siuo adresu: https://ec.europa.eu/info/better-regulation-guidelines-and-toolbox _It.
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rizikos valdymo priemonéms jgyvendinti, visy pirma galutinés grandies sektoriuose, iki
2028 m. gruodZio 31 d. turéty biiti taikoma 10 pg/m3 PPRYV ir susijusi 20 pg/m® TPRV. Kartu
turéty biiti atliekamas darbuotojy sveikatos patikrinimas, kad biity galima anksti nustatyti
sveikatos sutrikimus, o véliau atskiry darbuotojy atveju vykdomas valdymas, kad biity galima
uzkirsti kelig tolesnei dél diizocianaty poveikio kylanéiai rizikai. Sias priemones taikant kartu,
uztikrinama auksto lygio darbuotojy apsauga.

Poveikis darbuotojams

Tinkamiausios galimybés turéty biti naudingos, nes biity iSvengta su darbu susijusiy
sveikatos sutrikimy ir biity gauta su sveikata susijusios pinigine verte iSreikStos naudos (pvz.,
bity iSvengta nematerialiy sgnaudy, pvz., prastesnés gyvenimo kokybés, darbuotojy ir jy
Seimy kanciy ir kt.). ApskaiCiuota, kad Svino atveju biity galima iSvengti mazdaug 10 500
sveikatos sutrikimy atvejy, o su sveikata susijusi pinigine verte iSreikSta nauda per ateinancius
40 mety buty 160-250 mIn. EUR. Kalbant apie diizocianatus, duomeny triikumas reiskia, kad
nejmanoma kiekybisSkai jvertinti naudos darbuotojams. Taciau atitinkami suinteresuotieji
subjektai, jskaitant socialinius partnerius, iS esmés sutinka, kad nustacius TPRV, sumazéty
sveikatos sutrikimy atvejy skaicius.

Tikimasi, kad nustacius ribines vertes, be kita ko, sumazés darbuotojy ir juy Seimy kancios, o
gyvenimas taps sveikesnis ir produktyvesnis.

Poveikis darbdaviams

Kalbant apie su rizikos maZinimo priemonémis susijusias iSlaidas, tinkamiausios galimybés
turés jtakos jmoniy, kurios turés pritaikyti darbo praktika, kad atitikty naujas Svino BRV ir
PPRYV ir diizocianaty PPRV, TPRV ir Zymas, veiklos sanaudoms. Jas sudarys papildomos
iSlaidos, susijusios su rizikos valdymo priemonémis (RVP) (jskaitant kvépavimo taky
apsaugos priemones), sveikatos patikrinimu, stebésena ir mokymu'®.

Nors sgnaudos nusveria nauda, tinkamiausia galimybé nebuvo pasirinkta remiantis vien
piniginiy sanaudy ir pinigine verte iSreikStos naudos palyginimu. ApskaicCiuota, kad per
ateinancius 40 mety jmonés, kuriy veikloje naudojamas Svinas, patirs apie 750 min. EUR
iSlaidy, o jmoneés, kuriy veikloje naudojami diizocianatai — 13,5 mlrd. EUR iSlaidy.

Su Svinu susijusios jmoniy iSlaidos (vidutinés papildomos iSlaidos vienai jmonei per 40 mety
sudaro apie 30 000 EUR) sudaro maZiau nei 1 proc. jy metinés apyvartos, todél jos neturéty
biti jmoniy uZdarymo prieZastis.

Duomeny apie diizocianatus apribojimai reiSké, kad sgnaudos ir nauda veikiausiai buvo
nepakankamai jvertintos ir kad abiejy medZiagy atveju sgnaudas apskaiCiuoti lengviau nei
nauda, kaip paprastai biina darbuotojy saugos ir sveikatos srityje. Diizocianaty atveju
siillomas pereinamasis laikotarpis iki 2028 m. gruodzio 31 d. padés sumaZinti iSlaidas. Be to,
tai, kad sitloma verte patvirtino visos trys ACSH interesy grupes, jskaitant darbdavius,
reiSkia, kad, nepaisant iSlaidy, ji laikoma jgyvendinama priemone.

Kiekviena jmoné, kurios veikloje naudojami diizocianatai, per 40 mety patirs vidutiniSkai apie
6 000 EUR islaidy, daugiausia susijusiy su stebésenos uzduotims, paskirstyty per atskaitos

16 Imonés, kuriy veikloje naudojamas Svinas, patirs tik su RMP susijusias iSlaidas.
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laikotarpj. Taciau tekstilés ir aprangos sektoriuose veikian€ios jmoneés taip pat turéty padengti
vienkartines iSlaidas — atitinkamai 4,5 mlrd. EUR ir 10,3 mlrd. EUR, nes jos turéty investuoti
i papildomas rizikos valdymo priemones. Vienkartinés iSlaidos daugiausia susijusios su
investicijomis dél poreikio jsigyti kvépavimo taky apsaugos priemoniy (jos Siuose dviejuose
sektoriuose daZznai naudojamos kaip pagrindiné apsaugos priemoné prieS imantis kolektyviniy
apsaugos priemoniy). Tai susije su didelémis vienkartinémis iSlaidomis, taciau sutaupoma
pasikartojanciy iSlaidy. Kadangi dauguma jmoniy veikia sektoriuose, kuriuose yra didelé
konkurencija, mazai tikétina, kad jos perkels iSlaidas vartotojams, nes dél to jos galéty prarasti
rinkos dalj. Todél poveikis vartotojams bus nedidelis.

Naujy ar persvarstyty ribiniy verciy nustatymas tikrai biity naudingas jmonéms, be kita ko, ir
diizocianaty atveju, nors Sios naudos nebuvo galima kiekybiSkai jvertinti. PavyzdzZiui, tai
padéty sutaupyti 1éSy, susijusiy su laikinojo nedarbingumo atostogomis, darbo naSumu ir
kitomis administracinémis bei teisinémis iSlaidomis. TacCiau Si nauda yra daug maZesné nei
papildomos iSlaidos, atsirandancios dél ribiniy verciy nustatymo. Nors piniginés sanaudos yra
didesnés uZ pinigine verte iSreikSta naudg, jmonéms suteikiama daug reikSmingy pranasumuy,
kuriy nejmanoma kiekybiSkai jvertinti, visy pirma kalbant apie darbdavio reputacijg ir
patrauklumg. Dél Svino ir diizocianaty ribiniy verciy taikymo gali padidéti sektoriy
patrauklumas, palengvéti darbuotojy jdarbinimas ir padidéti naSumas. Be to, darbdaviy
atstovai, regis, yra pasirenge nustatyti diizocianaty ribines vertes ir sumazinti esamas Svino
ribines vertes, kaip nurodyta ACSH nuomonéje.

Manoma, kad poveikis jmoniy iSlaidoms moksliniy tyrimy ir technologinés plétros srityje ir
poveikis vartotojams bus labai nedidelis.

Poveikis aplinkai ir poveikis klimato kaitai

Sis pasiiilymas neturi pastebimo reik§mingo poveikio aplinkai. Manoma, kad $vino ribiniy
verCiy sumazinimas neturés poveikio ir klimato kaitai, o didesnis Svino baterijy naudojimas,
pavyzdZiui, elektra varomose transporto priemonése, padés sumaZzinti iSkastinio kuro
naudojima. Be to, naudojant daugiau izoliaciniy medZiagy, kuriy pagrinda sudaro
diizocianatai, pagerés pastaty Siluminé izoliacija ir atitinkamai sumazés iSkastinio kuro
naudojimas Sildymui. Diizocianaty ribiniy verciy nustatymas tam netureés tiesioginio poveikio.
Todél pasiiilymu laikomasi reikSmingos Zalos nedarymo principo, nes siiilomais veiksmais
nedaroma Zalos aplinkai ir kartu prisidedama prie ES pastangy kovoti su klimato kaita.

Poveikis valstybéms naréms ir (arba) nacionalinéms institucijoms

Kalbant apie poveikj valstybéms naréms ir (arba) nacionalinéms valdZios institucijoms, dél
pasiiilymo neturéty atsirasti papildomos administracinés nastos. Valstybés narés turéty
padengti iSlaidas, susijusias su naujy ribiniy verciy perkélimu j nacionaline teise, kurios §vino
atveju sudaryty 520 000 EUR, o diizocianaty atveju — 970 000 EUR. Taciau nauda valdZios
institucijoms yra didesné uZ saqnaudas. Si nauda susijusi su sumaZéjusiomis sveikatos
priezitiros iSlaidomis, didesnémis mokestinémis pajamomis, o diizocianaty atveju — su
iSvengtomis iSlaidomis, susijusiomis su biitinybe nustatyti nacionalines ribines vertes.
Tikimasi, kad grynoji nauda Svino atveju bus 99 480 000 EUR, o diizocianaty atveju —
780 000 EUR. Nenumatoma jokiy papildomy reikalavimy, pvz., dél naujos ataskaity teikimo
veiklos, valdZios institucijoms. Komisija atliks dviejuy etapy ribiniy verciy perkélimo j
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nacionaline teise atitikties vertinima (perkélimo j nacionaline teise ir atitikties patikrinimus).
Darbo vietos lygmeniu darbdaviai privalo uZtikrinti, kad poveikis nevirSyty ribiniy verciy,
nustatyty CVD ir KMRMD prieduose. Taikymo ir vykdymo uZtikrinimo stebésena vykdys
nacionalinés institucijos, visy pirma nacionalinés darbo inspekcijos. ES lygmeniu Vyresniyjuy
darbo inspektoriy komitetas (SLIC) nuolat informuoja Komisijq apie problemas, susijusias su
Siy dviejy direktyvy vykdymo uZtikrinimu.

1 lentelé. Su Svinui skirtomis galimybémis susijusiy sanaudy ir naudos palyginimas (per 40

mety, min. EUR)

3 galimybe
2 galimybe (15 pg/100 ml) 4 galimybé
(20 pg/100 ml) (Tinkamiausia (4,5 pg/100 ml)

galimybeé)
[moniy sanaudos 350 750 6 300
Nauda jmonéms 4 5 6
ValdZios institucijy sanaudos 0,5 0,52 0,54
Nauda valdZios institucijoms 90 100 130
Su sveikaw susijusi nauda 4, o, 160-250 200-310
darbuotojams ir jy Seimoms

2 lentelé. Su diizocianatams skirtomis galimybémis susijusiy sanaudy ir naudos palyginimas

(per 40 mety, mln. EUR)

3 galimybe
2 galimybeé 6 pg NCO/m’® 4 galimybeé
10 pg NCO/m?® (Tinkamiausia 3 pg NCO/m?

galimybe)
Imoniy sgnaudos 5600 13 410 14 230
Nauda jmonéms 0 0 0,4
ValdZios institucijy sanaudos 0,97 0,97 0,97
Nauda valdZios institucijoms 1,75 1,75 2,75
Su sve11‘<ata ) Sl,lSl]Vu,Sl nauda Netaikoma Netaikoma 0,8-2,2
darbuotojams ir jy Seimoms

Indélis j darny vystymaqsi

Si iniciatyva padeés siekti darnaus vystymosi tiksly (DVT), susijusiy su gera sveikata ir gerove
(3 DVT) ir deramu darbu ir ekonomikos augimu (8 DVT). Taip pat tikimasi, kad ji turés
teigiamg poveikj siekiant darnaus vystymosi tiksly, susijusiy su pramone, inovacijomis ir
infrastruktiira (9 DVT) ir su atsakinga gamyba ir vartojimu (12 DVT).
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Poveikis skaitmenizacijai

Né viena iS politikos galimybiy, skirty tiek Svinui, tiek diizocianatams, neturéty jokio
poveikio skaitmenizacijai. StandartiSkai skaitmeninio formato principas Siam pasitlymui
netaikomas, nes sitiloma direktyva susijusi tik su ribiniy ver¢iy atnaujinimu ir (arba)
nustatymu, o skaitmeniné plétra pasitilymo dalykui netaikoma.

. Reglamentavimo tinkamumas ir supaprastinimas
Poveikis MV]

99 proc. jmoniy, kuriy veikloje naudojamas Svinas ir diizocianatai, yra MV]. Todél atliekant
Sioje ataskaitoje pateikta sanaudy analize joms buvo skiriama daugiausia démesio.

Siame pasiiilyme neéra jokiy i$im¢iy labai maZoms jmonéms ar MV], kurios sudaro apie
99 proc. jmoniy, kuriy veikloje naudojamas Svinas ir diizocianatai. Jy nejtraukimas reiksty,
kad didZioji dauguma Europos darbuotojy, kurie galéty patirti Siy grupiy medZiagy poveiki,
nebiity pakankamai apsaugoti darbuotojy sveikatos ir saugos teises aktais, o tai akivaizdZiai
iSkraipyty ES teisés akty sistema ir lemty nevienoda jos taikyma bei kelty pavojy
pagrindiniams socialinés politikos tikslams ir pagrindinéms teiséms.

Kita galimybé padéti MV] — pratesti laika, iki kurio jos turi pradéti taikyti ribine verte. Si
nuostata taikoma ir diizocianatams. Nors tai néra tik MV] taikoma priemoniy iSimtis,
pereinamasis laikotarpis joms bus labai naudingas, nes jos sudaro daugumga jmoniy, kuriy
veikloje naudojami diizocianatai.

PerZitiréjus Svino ribines vertes ir nustaCius diizocianaty ribines vertes, kaip numatyta
pasitilyme, MV], esancios valstybése narése, kuriose nacionalinés ribinés vertés yra lygios
sitllomoms Svino vertéms arba yra uZ jas maZesnés arba kuriose jau nustatytos nacionalinés
diizocianaty ribinés vertés, neturéty patirti poveikio. Taciau tai gali turéti ekonominj poveikj
MVI ir kitoms jmonéms, jsikiirusioms tose valstybése narése, kuriose Siuo metu taikomos
didesnés Svino BRV ir PPRB, o diizocianaty ribiniy verciy néra.

MVI didesnj poveikj gali daryti reglamentavimo pakeitimai, dél kuriy atsiranda dideliy
derinimo arba administraciniy iSlaidy. Dél riboto dydZzio MV] daZnai sunkiau gauti kapitalo ir
ju kapitalo sanaudos daZniausiai yra didesnés nei dideliy jmoniy". Todél MV] gali patirti
proporcingai didesnes iSlaidas nei didelés jmonés.

Kalbant apskritai apie tai, kas iSdéstyta pirmiau, atliekant analize, pateiktq prie Sio pasitilymo
pridedamoje poveikio vertinimo ataskaitoje, buvo tinkamai atsiZvelgta | MVI ypatumus,
apribojimus ir butent joms kylancias problemas. Kai manoma, kad tai tikslinga, buvo
pasitilytos konkrecios priemonés MV] remti.

Poveikis ES konkurencingumui arba tarptautinei prekybai

Si iniciatyva turés teigiama poveikj konkurencijai bendrojoje rinkoje, nes i) sumazés
konkurenciniy skirtumy tarp jmoniy, veikianciy valstybése narése, kuriose nacionalinés Svino
ir diizocianaty PPRV ir TPRV ar Svino BRYV skiriasi, ii) bus daugiau tikrumo dél visoje ES
taikytinos poveikio ribinés verteés.

7 Geresnio reglamentavimo priemoniy rinkinio priemoné Nr. 22, susijusi su MV].
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Nustacius maZesnes ribines vertes, poveikis ty jmoniy, kuriose taikomos ribinés vertés jau
dabar yra artimesnés kuriai nors iS Siuo metu svarstomy PPRV, TPRV ir BRYV,
konkurencingumui bus maZesnis. Tokios jmonés veikia valstybése narése, kuriose Svino
ribinés vertés yra maZesnés uZ dabartines ES vertes ir kuriose diizocianatams taikomos
labiausiai | sitilomas panaSios ribinés vertés. Tai ypac aktualu jmonéms, vykdancioms su
diizocianatais susijusia veikla Svedijoje, kurioje keliy rasiy diizocianatams taikomos
Zemesnés nacionalinés PPRV.

Vis delto, nors dél to tokios jmonés galéty tapti iSlaidy atZvilgiu konkurencingesnés uz
imones, tradiciSkai dirbancios kitose valstybése narése, didZioji dalis su Svinu ir diizocianatais
susijusio darbo (pavyzdZiui, Svino baterijy gamyba ir diizocianaty perdirbimas ir (arba)
pirminé gamyba) atliekama stacionariuose jrenginiuose. Be to, iSlaidos, susijusios su
tinkamiausiy galimybiy laikymusi, neturéty daryti didelio poveikio konkurencijai. Taciau su
Svinu susijusig veiklg vykdancios jmonés gali biiti maZiau konkurencingos, palyginti su
imonémis, gaminancCiomis alternatyvius produktus be Svino (pvz., keramikos fritg, lydinius ar
krisStolo stiklg).

Kalbant apie tarptautinj konkurencinguma, tik trys ES nepriklausancios 3alys Siuo metu taiko
Svino BRYV; jy dydis svyruoja nuo esamos ES BRYV iki sitilomos perZiiirétos ES BRV dydZio.
Todél poveikis su Svinu susijusig veikla vykdanciy jmoniy konkurencingumui turéty biiti
nedidelis, nors Siy iSlaidy nejmanoma kiekybiSkai jvertinti. Kalbant apie diizocianatus,
pagrindiniai ES konkurentai taiko didesnes ribines vertes, o tai gali pakenkti jmoniy,
veikianciy rinkose, kurioms biidingas didelis jautrumas kainoms, konkurencingumui. Taciau
galimus padarinius Svelnina keli veiksniai, jskaitant ribotas papildomas jmoniy iSlaidas ir
netarptautinj kai kuriy susijusiy rinky pobiidi.

4. POVEIKIS BIUDZETUI

Dél Sio pasiiilymo ES biudZete arba ES jsteigtiems subjektams nereikia papildomy biudZeto ir
darbuotojy iStekliy.

5. KITI ELEMENTAI
. Igyvendinimo planai ir stebésena, vertinimas ir ataskaity teikimo tvarka

Pagrindiniai rodikliai, kurie naudojami stebint Sios direktyvos poveiki, yra Sie: i) susirgimy
profesinémis ligomis ir su darbu susijusiy sveikatos sutrikimy atvejy skaicius ES ir ii) ES
imoniy ir socialinés apsaugos sistemy iSlaidy, susijusiy su profesinémis ligomis, sumazéjimas.

Pirmojo rodiklio stebésena grindZiama: i) turimais Eurostato surinktais duomenimis; ii)
duomenimis apie profesines ligas, kuriuos darbdaviai pateiké kompetentingoms
nacionalinéms institucijoms, ir iii) duomenimis, kuriuos valstybés narés pateiké savo
nacionalinése jgyvendinimo ataskaitose pagal Direktyvos 89/391/EEB 17a straipsnj. Vykdant
antrojo rodiklio stebéseng, reikia lyginti profesiniy ligy nastos vertinimo duomenis, susijusius
su ekonominiais nuostoliais ir sveikatos prieZitros iSlaidomis, su véliau, po perzitiros, Siais
klausimais surinktais duomenimis.
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NaSumo sumazéjima ir sveikatos prieZitiros iSlaidas galima apskaiciuoti pagal profesiniy ligy
atvejy skaiciy.

IS dalies pakeisty nuostaty perkélimo j nacionaline teise atitiktis bus vertinama dviem etapais
(perkélimo | nacionaline teise ir atitikties patikrinimai). Komisija jvertins sitilomo pakeitimo
praktinj jgyvendinimg atlikdama periodinj vertinimaq, kuri ji privalo atlikti pagal DSS
pagrindy direktyvos 17a straipsnj. Taikymo ir vykdymo uZtikrinimo stebésena vykdys
nacionalinés institucijos, visy pirma nacionalinés darbo inspekcijos.

ES lygmeniu Vyresniyjy darbo inspektoriy komitetas (SLIC) informuoja Komisija apie visas
praktines problemas, susijusias su KMRMD ir CVD vykdymo uZtikrinimu, jskaitant
sunkumus, susijusius su atitiktimi privalomoms ribinéms vertéms.

Sioje srityje sunku surinkti patikimy duomeny. Todél Komisija ir Europos darbuotojy saugos
ir sveikatos agentiira (EU-OSHA) aktyviai stengiasi gerinti duomeny kokybe ir didinti jy
prieinamumg, kad biity galima tiksliau jvertinti faktinj sitilomos iniciatyvos poveikj ir
parengti papildomus rodiklius.

Siuo metu vykdomi projektai, pagal kuriuos gaunami naudingi duomenys, apima
bendradarbiavima su nacionalinémis valdZios institucijomis Europos profesiniy ligy
statistikos duomeny rinkimo srityje'. Po teisékiiros veiksmy turi biiti pereita prie veiksmingo
teisés akty jgyvendinimo darbo vietoje. [monés gali naudotis jvairiomis priemonémis, taip pat
informacija ir geraja patirtimi, kuria EU-OSHA dalijasi vykdydama saugiy darbo viety
kampanijg, susijusig su pavojingosiomis cheminémis medziagomis®.

Esami rekomendaciniai dokumentai arba gerosios patirties pavyzdZiai galéty biiti perZitréti ir
iS naujo iSplatinti, bendradarbiaujant su EU-OSHA ir (arba) ACSH bei atitinkama jo darbo
grupe. Si galimybé taip pat galéty apimti darbdaviy ir darbuotojy informuotumo apie $vino ir
diizocianaty poveikio darbuotojams keliamos rizikos prevencija didinimo kampanijas. Be to,
pramoneés atstovai galéty buti skatinami perZitréti rekomendacine medZiaga, naudojama juy
savanoriSkoms iniciatyvoms remti.

Siuo metu EU-OSHA rengia biologinés stebésenos vykdymo darbo vietoje gaires. Tai bus
bendro pobiidZio gairés, o ne konkretus vadovas, nes bendrieji principai bus aktualls ir
naudingi. Gairés galéty padéti valstybéms naréms ir darbdaviams, ypa¢ MV], jgyvendinti
biologinés stebésenos ir sveikatos patikrinimo programas, kuriomis remiamas Sio pasiiilymo
nuostaty jgyvendinimas, kad biity uZtikrinta aukSc¢iausio lygio apsauga.

. Aiskinamieji dokumentai (direktyvoms)

Valstybés narés turi nusiysti Komisijai nacionalinés teisés akty nuostaty, kuriomis KMRMD
ir CVD perkeliamos j nacionaline teise, teksta ir ty nuostaty bei KMRMD ir CVD atitikties
lentele. Biitina pateikti nedviprasmiSka informacija apie naujyju nuostaty perkélimg |

https://ec.europa.eu/eurostat/web/experimental-statistics/european-occupational-diseases-statistics
Sia kampanija buvo siekiama keliy tiksly, be kita ko, didinti informuotumg apie tai, kaip svarbu uzkirsti

kelia pavojingyju medzZiagy keliamai rizikai, skatinti atlikti rizikos vertinima, didinti informuotuma apie
rizika, susijusig su kancerogeny poveikiu darbe, ir gilinti Zinias apie teisés akty sistema. Kampanija
vyko 2018-2019 m. Vienas iS Sios kampanijos elementy — gairiy ir gerosios patirties duomeny bazé,
kuria galima rasti adresu https://osha.europa.eu/lt/themes/dangerous-substances/practical-tools-
dangerous-substances.
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nacionaline teise tam, kad biity uZtikrinta atitiktis bitiniausiems Siuo pasiiilymu nustatytiems
reikalavimams.

Dél to, kas iSdéstyta pirmiau, siiloma, kad valstybés narés praneSty Komisijai apie savo
perkélimo j nacionaline teise priemones, pateikdamos vieng ar kelis dokumentus, kuriuose
biity paaiSkintas KMRMD ir CVD sudedamuyjy daliy ir atitinkamy nacionaliniy perkélimo
priemoniy daliy rysys.

. ISsamus konkreciy pasiiillymo nuostaty paaiskinimas

1 straipsnis

1 straipsnyje numatyta i$ dalies pakeisti KMRMD, visy pirma jos III ir IIla priedus, siekiant
atnaujinti Svino PPRV ir BRV.

Sitiloma i$ dalies pakeisti III priedo nuostatas dél Svino, reikalaujant iS darbdaviy uZtikrinti,
kad né vienas darbuotojas nepatirty didesnés nei 0,03 mg/m?3 Svino PPRYV, iSreikStos aStuoniy
valandy dinaminiu svertiniu vidurkiu (DSV), poveikio. Taip pat sitiloma iS dalies pakeisti IIla
prieda dél Svino BRYV, uZtikrinant, kad né vienas darbuotojas nepatirty didesnés nei
15 pg/100 ml kraujo BRV poveikio.

2 straipsnis

2 straipsnyje numatyta iS dalies pakeisti CVD, visy pirma jos I prieda, nustatant diizocianaty
ne didesne nei 6 pg/m® PPRV Kkartu su susijusia 12 pg/m® TPRV ir Zymomis ,,o0dos ir
kvépavimo taky jautrinimas® ir ,,oda“. AtsiZvelgiant j technines matavimo galimybes ir laika,
kurio reikia rizikos valdymo priemonéms jgyvendinti, visy pirma galutinés grandies
sektoriuose, iki 2028 m. gruodzio 31 d. turéty biti taikoma 10 pg/m? pereinamojo laikotarpio
PPRYV ir susijusi 20 pg/m3 TPRV.

Siekiant tuo paciu metu uZtikrinti teisinj tikrumg ir aiSkuma, reikia iSbraukti konkrecig Svino
PPRYV iS CVD I priedo ir jo konkreciag BRYV, i$ dalies pakeic¢iant CVD II prieda. Tai reikia
padaryti, nes ir Svino PPRYV, ir jam taikoma BRV bus perZiiirétos jas sumazinant ir jtrauktos |
konkretesne KMRMD nuostata.

3-5 straipsniai

3-5 straipsniuose iSdéstytos nuostatos dél perkélimo j valstybiy nariy nacionaline teise. 3
straipsnyje nustatyta pasiiilytos direktyvos jsigaliojimo data.
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2023/0033 (COD)
Pasitlymas

EUROPOS PARLAMENTO IR TARYBOS DIREKTYVA

kuria dél Svino, jo neorganiniy junginiy ir diizocianaty ribiniy verciy iS dalies keiciama
Tarybos direktyva 98/24/EB ir Europos Parlamento ir Tarybos direktyva 2004/37/EB

EUROPOS PARLAMENTAS IR EUROPOS SAJUNGOS TARYBA,

atsizvelgdami j Sutartj dél Europos Sajungos veikimo, ypac i jos 153 straipsnio 2 dalies b
punktg kartu su 1 dalies a punktu,

atsizvelgdami j Europos Komisijos pasiiilyma,

teisékiiros procediira priimamo akto projekta perdavus nacionaliniams parlamentams,

atsizvelgdami j Europos ekonomikos ir socialiniy reikaly komiteto nuomone,

atsizvelgdami | Regiony komiteto nuomone,

laikydamiesi jprastos teisékiiros procediros,

kadangi:

(1

2

Europos Parlamento ir Tarybos direktyvos 2004/37/EB?® taikymo sritis buvo iSplésta
Europos Parlamento ir Tarybos direktyva (ES) 2022/431% jtraukiant | jg ir
reprotoksines medZiagas, jskaitant Sving ir jo neorganinius junginius. Todél ir Tarybos
direktyvoje 98/24/EB®, kurios I ir II priedai jau apima tg cheminj veiksnj ir jo
junginius, ir Direktyvoje 2004/37/EB nustatyta ta pati Svino ir jo neorganiniy junginiy
profesinio poveikio ribiné verté ir biologiné ribiné verté. Nustatant Sias ribines vertes
neatsizvelgiama | naujausius mokslo ir technikos pasiekimus ir nustatytus faktus,
suteikiancius galimybe sustiprinti darbuotojy apsauga nuo rizikos, kylancios dél tos
pavojingos reprotoksinés medZiagos profesinio poveikio, kaip patvirtinta ir vertinimo,
atlikto pagal Tarybos direktyvos 89/391/EEB® 17a straipsnij, rezultatais;

pagal Direktyvos 98/24/EB 1 straipsnio 3 dalj ji turi bati taikoma kancerogenams,
mutagenams ir reprotoksinéems medZiagoms darbe, nepaZeidZiant grieZtesniy ar
konkretesniy Direktyvos 2004/37/EB nuostaty. Siekiant uZtikrinti teisinj tikruma ir
iSvengti dviprasmybiy bei galimos painiavos dél Svinui ir jo neorganiniams junginiams
taikytiny ribiniy verciy, tos direktyvos turéty biati iS dalies pakeistos. Taip bus
nustatyta perzitiréta privaloma profesinio poveikio ribiné verté ir biologiné ribiné verté

2004 m. balandZio 29 d. Europos Parlamento ir Tarybos direktyva 2004/37/EB dél darbuotojy apsaugos
nuo rizikos, susijusios su kancerogeny, mutageny ar reprotoksiniy medzZiagy poveikiu darbe (SeStoji
atskira direktyva, kaip tai suprantama Direktyvos 89/391/EEB 16 straipsnio 1 dalyje) (OL L 158,
2004 4 30, p. 50).

2022 m. kovo 9 d. Europos Parlamento ir Tarybos direktyva (ES) 2022/431, kuria i$ dalies keiCiama
Direktyva 2004/37/EB dél darbuotojy apsaugos nuo rizikos, susijusios su kancerogeny arba mutageny
poveikiu darbe (OL L 88, 2022 3 16, p. 1).

1998 m. balandZio 7 d. Tarybos direktyva 98/24/EB dél darbuotojy saugos ir sveikatos apsaugos nuo
rizikos, susijusios su cheminiais veiksniais darbe (keturioliktoji atskira Direktyva, kaip numatyta
Direktyvos 89/391/EEB 16 straipsnio 1 dalyje) (OL L 131, 1998 5 5, p. 11).

1989 m. birZelio 12 d. Tarybos direktyva 89/391/EEB dél priemoniy darbuotojy saugai ir sveikatos
apsaugai darbe gerinti nustatymo (OL L 183, 1989 6 29, p. 1).
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(3

4

©)

(6)

()

(8

tik Direktyvoje 2004/37/EB, konkreciau jos III ir IIla prieduose, kuriuose pateikiamos
konkretesnés nuostatos dél reprotoksiniy medziagy, pvz., Svino ir jo neorganiniy
junginiy. Todél specialios nuostatos, kuriomis Direktyvos 98/24/EB 1 priede
nustatoma Svino ir jo neorganiniy junginiy profesinio poveikio ribiné verté, o
Direktyvos 98/24/EB II priede — Svino ir jo jony junginiy biologiné ribiné verte, turéty
biti iSbrauktos;

turéty bati nustatytos naujos ir perzitrétos ribinés vertés, atsiZvelgiant j turimag
informacija, jskaitant naujausius mokslo jrodymus ir techninius duomenis, remiantis
iSsamiu socialinio ir ekonominio poveikio ir galimybés naudotis poveikio matavimo
protokolais ir metodais darbo vietoje vertinimu;

remiantis Europos Parlamento ir Tarybos reglamentu (EB) Nr. 1907/2006" jsteigto
Europos cheminiy medZiagy agentiiros Rizikos vertinimo komiteto ir Darbuotojy
saugos ir sveikatos patariamojo komiteto rekomendacijomis, jkvépus patiriamo
poveikio ribinés vertés paprastai nustatomos atsizvelgiant j aStuoniy valandy dinaminj
svertinj vidurkj (ilgalaikio poveikio ribines vertes). Tam tikry cheminiy medZiagy
ribinés vertés taip pat nustatomos remiantis trumpesniu atskaitos laikotarpiu, paprastai
15 minuciy dinaminiu svertiniu vidurkiu (trumpalaikio poveikio ribinémis vertémis),
kad bty kuo labiau apribotas trumpalaikio poveikio poveikis;

siekiant uZtikrinti visapusiSkesne apsauga, taip pat bitina apsvarstyti kitus nei
jkvépima diizocianaty absorbcijos bidus, jskaitant patekimo per oda galimybe.
Papildomos Zymos, susijusios pavojingosiomis medZiagomis ir miSiniais, nustatytos
Europos Parlamento ir Tarybos reglamente (EB) Nr. 1272/2008%;

Svinas ir jo neorganiniai junginiai yra pagrindinés profesinés reprotoksinés medZiagos,
galinCios paveikti vaisingumgq ir vaisiaus vystymasi, kurios atitinka 1A kategorijos
reprotoksiniy medZiagy klasifikavimo kriterijus pagal Europos Parlamento ir Tarybos
reglamentg (EB) Nr. 1272/2008 ir todél yra laikomos reprotoksinémis medzZiagomis,
kaip apibréZta Direktyvos 2004/37/EB 2 straipsnio ba punkte;

patekimas prarijus ir jkvépus yra svarbiis Svino ir jo neorganiniy junginiy patekimo j
Zmogaus organizmg budai. AtsiZvelgiant | naujausius mokslo duomenis ir naujus
nustatytus faktus, susijusius su Svinu ir jo neorganiniais junginiais, biitina gerinti
darbuotojy, kuriems gresia galimas pavojus sveikatai, apsauga, sumaZinant Svino
profesinio poveikio ir biologines ribines vertes. Todél reikéty nustatyti perZitiréta
biologine ribine verte, lygia 15 pg/100 ml kraujo, ir perZitréta profesinio poveikio
ribine verte, lygia 0,03 mg/m?3, kaip aStuoniy valandy dinaminj svertinj vidurkj (DSV);

be to, siekiant sugrieZtinti Svino ir jo neorganiniy junginiy veikiamy darbuotojy
sveikatos patikrinimg ir taip prisidéti prie prevencijos ir apsaugos priemoniy, kuriy turi
imtis darbdavys, bitina iS dalies pakeisti esamus reikalavimus, taikomus
darbuotojams, patiriantiems poveikj, kurj sukelia tam tikras Svino ir jo neorganiniy
junginiy kiekis. Tuo tikslu, kai Svino ir jo neorganiniy junginiy poveikio verté virsija

2006 m. gruodZio 18 d. Europos Parlamento ir Tarybos reglamentas (EB) Nr. 1907/2006 dél cheminiy
medZiagy registracijos, jvertinimo, autorizacijos ir apribojimy (REACH), isteigiantis Europos cheminiy
medZiagy agentiirg, i dalies keiciantis Direktyva 1999/45/EB bei panaikinantis Tarybos reglamenta
(EEB) Nr. 793/93, Komisijos reglamenta (EB) Nr. 1488/94, Tarybos direktyva 76/769/EEB ir
Komisijos direktyvas 91/155/EEB, 93/67/EEB, 93/105/EB bei 2000/21/EB (OL L 396, 2006 12 30,
p. 1).

2008 m. gruodZio 16 d. Europos Parlamento ir Tarybos reglamentas (EB) Nr. 1272/2008 dél cheminiy
medziagy ir miSiniy klasifikavimo, Zenklinimo ir pakavimo, iS dalies keiciantis ir panaikinantis
direktyvas 67/548/EEB bei 1999/45/EB ir i§ dalies keiciantis Reglamenta (EB) Nr. 1907/2006
(OL L 353, 2008 12 31, p. 1).
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)

(10)

(11)

0,015 mg/m3 ore (50 proc. dabartinés PPRV) arba 9 ng/100 ml kraujyje (apie 60 proc.
dabartinés BRV), turéty biiti reikalaujama atlikti iSsamy medicininj patikrinima;

turéty biti nustatytos konkrecios rizikos valdymo priemonés, jskaitant specialy
sveikatos patikrinima, kurj atliekant turéty biiti atsiZvelgiama | atskiry darbuotojy
aplinkybes. Pagal bendruosius Direktyvos 2004/37/EB reikalavimus darbdaviai
privalo uZztikrinti, kad medZiaga buity pakeista, kai tai techniskai jmanoma, kad biity
naudojamos uZdaros sistemos arba kad poveikis biity sumaZzintas iki kuo maZesnio
techniSkai jmanomo lygio. Be to, kaip siiloma Darbuotojy saugos ir sveikatos
patariamojo Kkomiteto nuomonéje’, $vino ir jo neorganiniy junginiy koncentracija
vaisingo amZiaus motery kraujyje neturéty virSyti pamatiniy verciy, taikomy bendrajai
populiacijai, kuri atitinkamoje valstybéje naréje nepatiria profesinio Svino poveikio.
Europos cheminiy medziagy agentiiros (ECHA) Rizikos vertinimo komitetas (RAC),
isteigtas Europos Parlamento ir Tarybos reglamentu (EB) Nr. 1907/2006",
rekomendavo naudoti biologine orientacine verte (BOV), nes néra pakankamai
moksliniy jrodymuy, kad biity galima nustatyti BRV vaisingo amZiaus moterims. Kai
nacionaliniy pamatiniy verciy néra, Svino ir jo neorganiniy junginiy koncentracija
vaisingo amZiaus motery kraujyje neturéty virSyti 4,5 pg/100ml, BOV, kaip
rekomenduojama RAC nuomonéje’’. BOV yra poveikio, o ne identifikuojamy
nepageidaujamy padariniy sveikatai rodiklis. Todél jis veikia kaip kontrolinis Zenklas,
skirtas jspeti darbdavius, kad reikia skirti ypatinga démesj Siai konkrecCiai galimai
rizikai, ir nustatyti priemones, kuriomis uZtikrinama, kad joks Svino ir jo neorganiniy
junginiy poveikis nesukelty su sveikata susijusiy nepageidaujamy padariniy
darbuotojy motery vaisiaus ar palikuoniy vystymuisi;

diizocianatai yra odq ir kvépavimo takus jautrinancios medZiagos (astmagenai), kurios
gali daryti Zalinga poveikj kvépavimo organams, pvz., sukelti profesine astma,
izocianato jautrinimg ir padidéjusj bronchy atsaka, taip pat profesines odos ligas. Jie
laikomi pavojingais cheminiais veiksniais, kaip apibrézta Direktyvos 98/24/EB 2
straipsnio b punkte, todél patenka i jos taikymo sritj. Siuo metu Sajungos lygmeniu
néra nustatytos privalomos diizocianaty profesinio poveikio ribinés vertés ar
trumpalaikio poveikio ribinés verteés;

mutageny ir daugumos kancerogeny atveju moksliSkai nejmanoma nustatyti
diizocianaty kiekio, kurio nevirSijus biity iSvengta nepageidaujamy ekspozicijos
padariniy sveikatai. Taciau galima nustatyti poveikio ir rizikos santykj (PRS), kuris
padeda nustatyti profesinio poveikio ribine verte atsizZvelgiant j priimting padidéjusios
rizikos lygj. Todél turéty bati nustatytos diizocianatams taikytinos ribinés vertés,
siekiant sumazinti poveikio verte ir taip sumazinti rizikq. Taigi, remiantis turima
informacija, jskaitant mokslo ir techninius duomenis, galima nustatyti tos grupés
cheminiams veiksniams taikytinas ilgalaikio poveikio ir trumpalaikio poveikio ribines
vertes;

10

11

ACSH nuomoné dél Svino (2021). Prieiga internetu: https://circabc.europa.eu/ui/group/cb9293be-4563-
4£19-89cf-4c4588bd6541/library/60b206e1-ee10-40c2-9540-fb6510c11a0c/details.

2006 m. gruodzio 18 d. Europos Parlamento ir Tarybos reglamentas (EB) Nr. 1907/2006 dél cheminiy
medZiagy registracijos, jvertinimo, autorizacijos ir apribojimy (REACH), isteigiantis Europos cheminiy
medZiagy agentiira, iS dalies keiciantis Direktyvg 1999/45/EB bei panaikinantis Tarybos reglamenta
(EEB) Nr. 793/93, Komisijos reglamenta (EB) Nr. 1488/94, Tarybos direktyva 76/769/EEB ir
Komisijos direktyvas 91/155/EEB, 93/67/EEB, 93/105/EB bei 2000/21/EB (OL L 396, 2006 12 30,
p. 1).

Nuomoné dél Svino ir jo junginiy profesinio poveikio ribiniy verciy vertinimo, pateikta 2020 m. birZelio
11d. (Zr. nuomonés priedo 8.2.4 skirsnj). Prieiga internetu:
https://echa.europa.eu/documents/10162/ed7a37e4-1641-b147-aaac-fce4c3014037.
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(12)

(13)

(14)

(15)

(16)

(17)

(18)

diizocianatai gali absorbuotis per oda, o juy poveikis (ekspozicija) darbo vietoje taip pat
gali sukelti odos ir kvépavimo taky jautrinimg. Todél tikslinga nustatyti Sios grupés
cheminiams veiksniams taikyting 6 pg/m? profesinio poveikio ribine verte ir 12 pg/m3
trumpalaikio poveikio ribine verte ir joms priskirti Zymas ,,0oda“ ir ,,odos ir kvépavimo
taky jautrinimas®;

gali biiti sunku laikytis 6 pg/m?3 diizocianaty profesinio poveikio ribinés vertés kartu su
susijusia trumpalaikio poveikio riba, lygia 12 pg/m?. Sis sunkumas kyla dél problemy,
susijusiy su techninémis matavimo galimybémis, ir laiko, kurio reikia rizikos valdymo
priemonéms jdiegti, visy pirma galutinés grandies sektoriuose, kuriuose vykdoma
tokia veikla kaip daZymas, su Svinu susijes darbas, griovimas, remontas ir metalo
lauZo tvarkymas, kity atlieky tvarkymas ir dirvoZemio valymas. Todél iki 2028 m.
gruodZio 31d. turéty biti taikoma 10 pg/m3 pereinamojo laikotarpio profesinio
poveikio ribiné verté ir susijusi 20 pg/m3 trumpalaikio poveikio ribiné verté;

Komisija konsultavosi su Rizikos vertinimo komitetu, kuris pateiké nuomones dél
abiejy medZiagy. Komisija surengé dviejy etapy Sajungos lygmens konsultacijas su
vadovais ir darbuotojais pagal Sutarties 154 straipsnj. Ji taip pat konsultavosi su
Saugos ir sveikatos patariamuoju komitetu, kuris priémé nuomones dél Svino ir jo
neorganiniy junginiy ribiniy verciy perziaros® ir diizocianaty profesinés ribinés vertés
nustatymo'? ir pateiké rekomendacijas dél atitinkamy Zymu;

Sioje direktyvoje nustatytos ribinés vertés turéty biti reguliariai tikrinamos ir
perziiirimos, siekiant uZtikrinti jy atitiktj Europos Parlamento ir Tarybos reglamentui
(EB) Nr. 1907/2006;

Sios direktyvos tikslo, t.y. apsaugoti darbuotojus nuo rizikos jy sveikatai ir saugai,
kylancCios arba galinCios kilti dél cheminiy veiksniy ir reprotoksiniy medZiagy
poveikio darbe, be kita ko, uZkirsti kelig tokiai rizikai, valstybés narés negali deramai
pasiekti veikdamos pavieniui. Dél Sio tikslo masto ir poveikio to tikslo bity geriau
siekti Sqjungos lygmeniu. Todél, laikydamasi Europos Sajungos sutarties 5 straipsnyje
nustatyto subsidiarumo principo, Sgjunga gali patvirtinti priemones. Pagal tame
straipsnyje nustatyta proporcingumo principa Sia direktyva nevirSijama to, kas biitina
nurodytam tikslui pasiekti;

kadangi Si direktyva susijusi su darbuotojy sveikatos apsauga ir sauga darbo vietoje, ji
turéty buti perkelta j nacionaline teise per dvejus metus nuo jos jsigaliojimo dienos;

todél Direktyvas 98/24/EB ir 2004/37/EB reikeéty atitinkamai iS dalies pakeisti,

7r. 8 isnasa.
ACSH nuomoneé del diizocianaty (2021). Prieiga internetu:
https://circabc.europa.eu/ui/group/cb9293be-4563-4f19-89cf-4c4588bd6541/library/0d11d394-b1e8-

4ela-a962-5ad60f4ab2ae/details.
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PRIEME $IA DIREKTYVA:

1 straipsnis
Direktyva 98/24/EB iS dalies keiCiama taip:
1) I priedas iS dalies keiCiamas pagal Sios direktyvos I prieda;

2) Il priedo 1, 1.1, 1.2 ir 1.3 punktai iSbraukiami.

2 straipsnis

Direktyvos 2004/37/EB I1I ir Illa priedai i$ dalies keiciami pagal Sios direktyvos II prieda.

3 straipsnis

Valstybés narés uZtikrina, kad jsigalioty jstatymai ir kiti teisés aktai, btini, kad Sios
direktyvos biity pradéta laikytis ne véliau kaip per dvejus metus nuo Sios direktyvos
jsigaliojimo dienos. Apie tai jos nedelsdamos praneSa Komisijai.

Valstybés narés, priimdamos tas nuostatas, daro jose nuorodq j Sig direktyva arba tokia
nuoroda daroma jas oficialiai skelbiant. Nuorodos darymo tvarka nustato valstybeés
nares.

Valstybés narés pateikia Komisijai Sios direktyvos taikymo srityje priimty nacionalinés teisés
akty pagrindiniy nuostaty tekstus.

4 straipsnis
Si direktyva jsigalioja dvidesimta diena po jos paskelbimo Europos Sgjungos oficialiajame
leidinyje.

5 straipsnis

Si direktyva skirta valstybéms naréms.

Priimta Briuselyje

Europos Parlamento vardu Tarybos vardu
Pirmininkas / Pirmininke Pirmininkas / Pirmininke
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I PRIEDAS
Direktyvos 98/24/EB 1 priedas pakeiciamas taip:

,I PRIEDAS
PRIVALOMU PROFESINIO POVEIKIO RIBINIU VERCIU SARASAS

Ribinés vertés

8 valandy (}))  [Trumpalaik

< és (4 5 Pereinamojo
Zi,ea(}izilnai%gss NEBl 1\? A82 ] 3() Zyma laikotarpio
p r. O|Nr. ()| pg/m ppm| f/ml| pg/m’| ppm priemonés
SEECARS.
Diizocianatai 6 12 ,0da“ (®) |10 }'lg/rrl3 ribiné
verté per
Odos ir|aStuoniy
kvépavimo Valan.dq
organy atskaitos
jautrinimas laikotarpj ir 20
©) ng/m

trumpalaikio

poveikio ribiné
verté taikomos
iki 2028 m.

gruodZio 31 d.

() EB Nr., t.y. Einecs, ELINCS ar NLP, yra oficialus medziagos numeris Europos
Sajungoje, kaip nustatyta Reglamento (EB) Nr.1272/2008 VI priedo 1 dalies
1.1.1.2 skirsnyje.

() CAS Nr. Cheminiy medZiagy santrumpy tarnybos registro numeris.

(®) Per astuoniy valandy atskaitos laikotarpj iSmatuotas ar apskaiCiuotas dinaminis svertinis
vidurkis (DSV).

() Trumpalaikio poveikio ribiné verté (TPRV). Ribiné verté, kurios nederéty virSyti ir kuri
nustatyta taikant 15 minuciy laikotarpj, jei nenurodyta kitaip.

(®) pg/m?® = mikrogramy kiekis viename oro kubiniame metre.

(® ppm = milijoninés oro tirio dalys (ml/m3).

(") f/ml = plauSeliy kiekis viename oro millilitre.

(®) Medziaga gali sukelti odos jautrinima.

(®) Medziaga gali sukelti odos ir kvépavimo organy jautrinima.
I1 PRIEDAS

Direktyvos 2004/37/EB I1I ir Illa priedai i$ dalies keiCiami taip:

(D) III priedo A punkto
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neorganiniam Svinui ir jo junginiams skirta eiluté pakeiciama taip:

»

Ribinés vertés
8 valandy (°) Trumpalaikés
v * . Pereinamojo
Medziagos EB Nr.| CAS Zym laikotarpio
pavadinimas (') [Nr. ()| mg/m?®|Ppm| f/ml |mg/m? ppm | f/ml| @ priemonés
O[O0
Neorganinis 0,03
Svinas ir jo
junginiai

() EB Nr., t.y. Einecs, ELINCS ar NLP, yra oficialus medziagos numeris Europos
Sajungoje, kaip nustatyta Reglamento (EB) Nr.1272/2008 VI priedo 1 dalies
1.1.1.2 skirsnyje.

() CAS Nr. Cheminiy medZiagy santrumpy tarnybos registro numeris.

(®) Per astuoniy valandy atskaitos laikotarpj iSmatuotas ar apskaiCiuotas dinaminis svertinis
vidurkis (DSV).

() Trumpalaikio poveikio ribiné verté (TPRV). Ribiné verté, kurios nederéty virSyti ir kuri
nustatyta taikant 15 minuciy laikotarpj, jei nenurodyta kitaip.

(®) mg/m3 = miligramais viename kubiniame metre oro esant 20 °C temperatirai ir 101,3
kPa atmosferos slégiui (760 mm gyvsidabrio stulpelio).

(® ppm = milijoninés oro tario dalys (ml/m3).

(') f/ml = plauSeliy kiekis viename oro millilitre.*;

2) II1a priedas pakeiciamas taip:

,IIla PRIEDAS
BIOLOGINES RIBINES VERTES IR SVEIKATOS PATIKRINIMO PRIEMONES
(16 straipsnio 4 dalis)
Svinas ir jo joniniai junginiai
Vykdant biologine stebéseng absorbcinés spektrometrijos biidu arba kitu lygiavercCius

rezultatus duodanciu buidu turi biiti matuojama Svino koncentracija kraujyje (PbB). Privaloma
biologiné ribiné verté yra:

15 pg Pb/100 ml kraujo (*)
Medicininis patikrinimas atliekamas, jei patirtas didesnis kaip 0,015 mg/m® Svino
koncentracijos ore poveikis, apskaiCiuotas kaip 40 valandy per savaite dinaminis svertinis

vidurkis, arba kai nustatyta Svino koncentracija atskiry darbuotojy kraujyje virSija 9 pg
Pb/100 ml kraujo.

(") Rekomenduojama, kad $vino koncentracija vaisingo amZiaus motery kraujyje nevirSyty
pamatiniy verciy, taikomy bendrajai populiacijai, kuri atitinkamoje ES valstybéje naréje

LT
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nepatiria profesinio Svino poveikio. Jei nacionaliniy pamatiniy verciy néra, rekomenduojama,
kad Svino kiekio lygis vaisingo amZiaus motery kraujyje nevirSyty 4,5 pg/100 ml biologinés
orientacinés vertes.*
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A. Biitinybé imtis veiksmy
Kodél? Kokia problema sprendziama?

Si iniciatyva skirta kovai su profesinémis ligomis, kurias sukelia dvi cheminiy medZiagy grupés —
$vinas ir jo neorganiniai junginiai (toliau — $vinas) ir diizocianatai. Svino reguliavimas profesinéje
aplinkoje patenka j Kancerogeny, mutageny ir reprotoksiniy medziagy direktyvos (KMRMD) (toliau —
Direktyva 2004/37/EB) taikymo sritj po to, kai 2022 m. kovo mén. Europos Parlamentas ir Taryba
susitaré iSplesti Kancerogeny ir mutageny direktyvos (KMD) (toliau — Direktyva 2004/37/EB)
taikymo sritj, jtraukiant j jg reprotoksines medziagas. Privaloma $vino biologiné ribiné verté (BRV") ir
profesinio poveikio ribiné vert¢é (PPRV?) pagal KMRMD pirma karta buvo nustatytos 1982 m.
specialia direktyva dél Svino ir nuo to laiko jos nebuvo atnaujintos. Diizocianaty reglamentavimas
patenka j Cheminiy veiksniy direktyvos (CVD) (toliau — Direktyva 98/24/EB) taikymo sritj. Siuo metu
diizocianatams taikytinos ES PPRV arba trumpalaikio poveikio ribinés vertés (TPRV?) néra.

Svinas yra viena i§ pagrindiniy profesiniy reprotoksiniy medziagy, kuri gali turéti poveikj tiek vyry,
tiek motery lytinei funkcijai ir vaisingumui, taip pat vaisiaus ar palikuoniy vystymuisi (toksinis
poveikis vystymuisi)*. Svinas taip pat gali daryti Zalinga poveikj sveikatai, pavyzdZiui, neurotoksinj
poveiki, toksinj poveikj inkstams, poveikj Sirdies ir kraujagysliy sistemai ir hematologinj poveiki. Jis
siejamas su mazdaug puse visy reprotoksiniy medZiagu profesinio poveikio ir susijusiy reprodukcinés
sveikatos sutrikimy atvejy’. Svino poveikio rizika kyla kasybos, pirminio perdirbimo ir vélesnio
naudojimo produktuose, pvz., baterijose, srityse, o dél ankstesnio jo naudojimo — renovacijos, atlieky
surinkimo, perdirbimo ir valymo srityse. Kadangi pagrindiniai poveikio biidai yra poveikis jkvépus ir
poveikis perdavus rankomis j burna bei nurijus, Svino koncentracija kraujyje yra geriausias poveikio
rodiklis, nes jis apima abu poveikio budus. 27 ES valstybése narése Svino poveikj patiria 50 000—
150 000 darbuotojy, o dél anksciau patirto jo poveikio kasmet nustatoma apie 300 sveikatos sutrikimy
atvejy. Vienas iS Zaliosios ir skaitmeninés pertvarkos tiksly — iki 2030 m. 55 proc. sumaZinti
automobiliy iSmetamy terSaly kiekj ir iki 2035 m. panaikinti naujy automobiliy iSmetamy terSaly kieki,
kartu nustatant tikslg, kad iki 2025 m. biity 13 mln. maZatarSiy ir netarSiy transporto priemoniy®.
Siomis aplinkybeémis dél noro padidinti elektrinio transporto naudojima ir baterijy naudojima elektros
tinkluose gali padidéti $vino naudojimas (apskaiCiuotas metinis augimas — 25 proc.”), taigi ir
profesinio poveikio atvejy skaicius.

Diizocianatai yra oda ir kvépavimo takus jautrinancios medZiagos (astmagenai), kurios gali daryti
Zalinga poveikj kvépavimo organams, pvz., sukelti profesine astma, izocianato jautrinimg ir padidéjusi

! BRV - didZiausias leistinas atitinkamos cheminés medZiagos, jos metabolito koncentracijos arba poveikio
rodiklio atitinkamoje biologinéje terpéje dydis.

2 PPRYV - didziausias leistinas darbuotojo kvépavimo zonoje per tam tikrg atskaitos laikotarpj, kuris
paprastai yra aStuonios valandos, iSmatuotos cheminio veiksnio koncentracijos ore dinaminio svertinio vidurkio
dydis.
8 Visos diizocianato medziagos turi padidéjusio jautrumo skatinimo mechanizma. Todél Europos
cheminiy medZiagy agentiiros (ECHA) Rizikos vertinimo komitetas (RAC) pritaria grupavimu grindZiamam
poZzitiriui, pagal kurj biity jtrauktos jvairios atskiros diizocianato medZiagos.

¢ Neorganiniy Svino junginiy toksinj poveikj reprodukcinei sveikatai lemia Svino kiekis. Todél RAC
pritaria grupavimu grindZiamam pozitriui, pagal kurj biity jtrauktos jvairios medziagos, savo sudétyje turincios
Svino.

> https://ec.europa.eu/social/main.jsp?catld=738&langld=en&publd=8220&furtherPubs=yes

¢ hitps://ec.europa.eu/info/strategy/priorities-2019-2024/european-green-deal/delivering-european-green-deal 1t
https://ec.europa.eu/commission/presscorner/detail/lt/fs 19 6726

’WEF A Vision for a Sustainable Battery Value Chain in 2030 Report.pdf (weforum.org)
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https://www3.weforum.org/docs/WEF_A_Vision_for_a_Sustainable_Battery_Value_Chain_in_2030_Report.pdf
https://ec.europa.eu/commission/presscorner/detail/en/fs_19_6726
https://ec.europa.eu/info/strategy/priorities-2019-2024/european-green-deal/delivering-european-green-deal_en
https://ec.europa.eu/social/main.jsp?catId=738&langId=en&pubId=8220&furtherPubs=yes
https://eur-lex.europa.eu/legal-content/LT/TXT/?uri=CELEX%3A01998L0024-20190726
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31982L0605
https://eur-lex.europa.eu/legal-content/LT/TXT/?uri=CELEX%3A02004L0037-20220405
https://eur-lex.europa.eu/legal-content/LT/TXT/?uri=CELEX%3A02004L0037-20220405

bronchy atsaka, taip pat profesines odos ligas®. Tai gali jvykti ir po imaus, ir po ilgalaikio poveikio. 9—
15 proc. darbingo amziaus suaugusiy asmeny astmos atvejy liga atsirado dél profesiniy veiksniy.

Metinis su diizocianatu susijusios profesinés astmos atvejy skaiCius ES svyruoja nuo 2 350 iki 7 269°
10 11

Profesinis diizocianaty poveikis visy pirma patiriamas gaminant poliuretana kietyjy medziagy ir puty,
plastiky, jvairiy rti$iy dangos ir lako, dviejy komponenty dazy ir klijy pavidalu. Sie produktai placiai
naudojami vykdant statyba, remontuojant transporto priemones ir atliekant kapitalinj remonta, taip pat
gaminant tekstilés gaminius, baldus, variklines ir kitas transporto priemones, buitine technika, maSinas
ir kompiuterius. Diizocianaty poveikj patiria apytikriai 42 mln. darbuotojy. Dél veiksmy, kuriy
imamasi pagal Europos Zaliojo kurso iniciatyva ,,Renovacijos banga“ siekiant padidinti apstatytos
aplinkos Silumine izoliacija, galéty padidéti diizocianaty poveikio rizika.

Jei ES lygmeniu nebus imtasi jokiy veiksmy, remiantis dabartiniais duomenimis prognozuojama, kad
kasmet bus nustatyti 298 sveikatos sutrikimy atvejai ir 36 toksinio poveikio vystymuisi atvejai. Per 40
mety tai reikSty 12 000 su Svinu susijusiy sveikatos sutrikimy atvejy ir 1 400 toksiSkumo vystymuisi
atvejy, susijusiy su 98 850 darbuotojy. Kalbant apie diizocianatus, apskaiciuota, kad kasmet pasitaiko
5000 astmos atvejy ir 1300 dirginimo (pvz., odos, gleivinés, akiy ir kvépavimo taky) atvejuy.
Sveikatos prieZitiros iSlaidos ES 27 valstybése narése per 40 mety sudaryty 612,7 mln. EUR (dabartine
verte) su Svinu susijusio poveikio atveju, dél diizocianaty poveikio — 7,2 mlrd. EUR astmos atveju ir
10,4 min. EUR dirginimo atveju.

Kokiy tiksly siekiama $ia iniciatyva?

Svarbiausias Sios iniciatyvos tikslas — toliau stiprinti darbuotojy teise j aukSto lygio sveikatos apsauga
ir saugg darbe, mazinant $vino ir diizocianaty poveikj darbe. Sia iniciatyva bus siekiama $iy konkreciy
tiksly:

1. padidinti Svino profesinio poveikio ir biologiniy ribiniy ver¢iy pagal KMRMD veiksminguma,
remiantis mokslo ir technikos Ziniomis;

2. padidinti CVD veiksminguma, nustatant diizocianaty ribines vertes;

3. uztikrinti labiau suderinta ir veiksmingesne darbuotojy apsauga nuo Svino ir diizocianaty
visoje ES, taip prisidedant prie profesiniy ligy nastos mazinimo.

Kokia biity papildoma ES lygmens veiksmy nauda?

Dabartiné 0,150 mg/m?® PPRV ir 70 pg/100 ml kraujo BRV nebuvo atnaujinamos daugiau kaip 40
mety, o tai reiSkia, kad ES darbuotojams Siuo metu taikoma skirtingo lygio apsauga nuo Svino
poveikio. Valstybés narés nevienodu mastu sumazino poveikj. Siuo metu 15 valstybiy nariy taikoma
PPRYV yra lygi ES vertei arba uz ja maZesné — nuo 0,05 mg/m? iki 0,15 mg/m? (dabartiné PPRV pagal
KMRMD).

Kalbant apie diizocianatus, trijose valstybése narése nustatyta bendra PPRV, o keliose valstybése
narése nustatytos skirtingos PPRV, taikomos kai kuriems, bet ne visiems diizocianatams. 17 valstybiy
nariy taikoma TPRV.

8 Visos diizocianato medZiagos turi padidéjusio jautrumo skatinimo mechanizma. Todél RAC pritaria

grupavimu grindZiamam pozitiriui, pagal kurj biity jtrauktos jvairios diizocianato medZiagos.

’ Work-related asthma in Great Britain 2021 (hse.gov.uk).

1° Occupational Exposure to Diisocyanates in the European Union | Annals of Work Exposures and Health
Oxford Academic (oup.com).

! Kaip nurodyta 8 i3naSoje, 2021 m. RPA tyrimas (iSorés tyrimas, kuriuo grindZiamas poveikio vertinimas).
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https://academic.oup.com/annweh/article/65/8/893/6247067
https://academic.oup.com/annweh/article/65/8/893/6247067
https://www.hse.gov.uk/statistics/causdis/asthma.pdf

Perzitréjus KMRMD ir CVD visose valstybése narése bus nustatyti vienodi bitiniausi standartai,
taiau jos galés pacios nustatyti grieZtesnius kiekio ribojimus. Taip bus uZtikrintas didesnis
suderinimas, taip prisidedant prie geresnés darbuotojy apsaugos, ypa¢ nuo diizocianaty. Tai taip pat
padés uZtikrinti vienodesnes salygas jmonéms visoje ES ir tikétina, kad skirtingose valstybése narése
bus teisingiau paskirstomos ir maZinamos sveikatos prieZiiros iSlaidos. Tai taip pat reiskia, kad
valstybéms naréms nebereikés atlikti savo moksliniy analiziy, todél galés bati sutaupyta daug
administracinéms iSlaidoms skirty 1ésy. CVD ir KMRMD is dalies keisti galima tik ES lygmeniu.

B. Politinés galimybés

Kokios su teisékiira susijusios ir nesusijusios politikos galimybés apsvarstytos? Ar viena i$
politikos galimybiy pasirinkta kaip tinkamiausia? Kodél?

Buvo jvertinti keli scenarijai, atsizvelgiant j Europos cheminiy medzZiagy agentiiros (ECHA) Rizikos
vertinimo komiteto (RAC) atlikta mokslinj vertinimg, Darbuotojy saugos ir sveikatos patariamojo
komiteto (ACSH) nuomones, taip pat jvairiose valstybése narése taikomas PPRV, BRV ir TPRV.
Mokslinis vertinimas yra tvirtas jrodymy pagrindas, o ACSH nuomonése, kuriose taip pat nagrinéjami
socialiniai, ekonominiai ir jgyvendinamumo aspektai, pateikiama svarbios informacijos apie sékminga
perziliréty ir naujy ribiniy verciy taikyma.

Atliekant poveikio vertinimg, Svino BRV (ng/100 ml) atzvilgiu svarstytos keturios galimybés: 70
(atskaitos scenarijus), 20, 15 ir 4,5. Nejmanoma nustatyti aiSkios skaitinés Svino kiekio ore, kurio
poveikj darbuotojai patiria, ir paskesnio Svino koncentracijos ju kraujyje koreliacijos. Todél
nejmanoma nustatyti PPRV alternatyvy ir nepriklausomai ir bent kiek patikimai jvertinti jy poveikio.
TacCiau perzZiirétos PPRV skaitiné reikSmé pateikta remiantis ACSH nuomonéje iSdéstytomis
pagrindiniy suinteresuotyjy Saliy nuomonémis.

Diizocianaty PPRV (pg NCO/m?) atzvilgiu svarstytos Sios galimybés: néra vertés (atskaitos
scenarijus), 10, 6 ir 3 kartu su TPRV. Remdamasis savo moksliniu vertinimu, jskaitant poveikio
rizikos santykj, RAC rekomendavo, kad TPRV verté nevirsyty 6 pg/m3 NCO ir kad ji btity ne daugiau
kaip du kartus didesné uz PPRV.

Remiantis iSsamiu poveikio vertinimu, kaip tinkamiausia galimybé pasirinkta Svinui taikytina
15 pg/100 ml kraujo BRV kartu su 0,03 mg/m3 PPRV, pamatuota kaip 8 valandy dinaminis svertinis
vidurkis (DSV). Diizocianaty atZvilgiu tinkamiausia galimybé — nustatyti 6 pg/m3 PPRV, 12 pg/m3
TPRYV ir Zymas ,,0dos ir kvépavimo taky jautrinimas“ ir ,,oda“. Be to, iki 2028 m. gruodzio 31 d.
turéty bati taikoma diizocianaty 10 pg/m3 pereinamojo laikotarpio verté ir 20 pg/m3 TPRV. Tai
geriausi scenarijai veiksmingumo, efektyvumo ir nuoseklumo poZiiiriu.

Kas kuriai galimybei pritaria?

Per oficialias dviejy etapy konsultacijas su socialiniais partneriais patvirtinta, kad reikia perZitréti
dabartines Svino BRV ir PPRV ir pasiilyti diizocianaty PPRV ir TPRV. 2021 m. lapkri¢io mén.
nuomonéje visos trys ACSH interesy grupeés pritaré tam, kad reikia sumaZzinti Svino ribines vertes ir
nustatyti diizocianaty ribines vertes. Nors tinkamiausig galimybe Svino atZvilgiu remia Darbdaviy
interesy grupé ir Vyriausybiy interesy grupé, Darbuotojy interesy grupé pritaré mazesnéms vertéms.
Tinkamiausig galimybe diizocianaty atzvilgiu visiSkai palaiko visos trys ACSH interesy grupés.

C. Tinkamiausios galimybés poveikis

Kokie biity tinkamiausiy galimybiy pranasumai?



Kalbant apie $vina, per 40 mety laikotarpj dél Sios iniciatyvos biity galima iSvengti mazdaug 10 500
sveikatos sutrikimy atvejy, o su sveikata susijusi pinigine verte iSreikSta nauda siekty 160—
250 mIn. EUR. Kalbant apie diizocianatus, duomeny triikumas reiskia, kad nejmanoma kiekybiskai
jvertinti naudos darbuotojams, taiau suinteresuotosios Salys, jskaitant socialinius partnerius, tvirtai
sutaria, kad TPRV padéty sumaZzinti sveikatos sutrikimy atvejy skaiciy.

Sitilomi veiksmai, be kita ko, padés sumaZinti darbuotojy ir jy Seimy kancias ir jie galés dZiaugtis
ilgais kokybiskesnio ir produktyvesnio gyvenimo metais. Jie taip pat gali padeéti padidinti sektoriy
patraukluma, palengvinti darbuotojy jdarbinima ir padidinti naSuma.

Kokios biity tinkamiausiy galimybiy jgyvendinimo islaidos?

Dél veiksmy, kuriais siekiama pritaikyti darbo praktika (rizikos valdymo priemones, sveikatos
patikrinima, stebéseng ir mokyma) prie naujy verciy, jmonés patirs daugiau iSlaidy. Apskai¢iuotos
tinkamiausiy galimybiy iSlaidos apskritai yra pakeliamos jmonéms. Su Svinu susijusiy tinkamiausiy
galimybiy iSlaidos sudaryty 30 000 EUR vienai jmonei per 40 mety (maZiau nei 1 proc. jy apyvartos).
Diizocianaty atveju jmoné per 40 mety turéty isleisti 6 000 EUR, o tai taip pat nesudaryty didelés ju
apyvartos dalies. Kadangi tai yra sektoriai, kuriuose konkurencija yra didelé, tikétina, kad poveikis
vartotojams bus nedidelis.

Koks bus poveikis verslui, MV] ir labai mazoms jmonéms?

Imonéms bus naudingos atnaujintos Svino ribinés verteés ir tai, kad bus nustatyta diizocianaty PPRV,
nes taip bus supaprastintos nuostatos dél reikalavimy laikymosi visose valstybése narése ir kiekvienoje
valstybéje naréje nebereikés rengti ir taikyti specializuoty priemoniy. Tai bus ypac¢ naudinga jmonéms,
vykdancioms veiklg jvairiose valstybése narése. Tokios jmonés taip pat gaus naudos dél didesnio
darbo naSumo ir maZesniy laikinojo nedarbingumo atostogy iSlaidy bei kity su darbuotojy pakeitimu
susijusiy islaidy. Si nauda ES 27 per 40 mety sudaryty 5-6 mln. EUR. Kadangi 99 proc. ES jmoniy,
kuriy veikloje naudojamas Svinas ir diizocianatai, yra MV], Sioje ataskaitoje nurodytas poveikis joms
taip pat taikomas.

Ar tai turés didelj poveiki nacionaliniams biudZetams ir administravimo subjektams?

Papildomos administracinés ir vykdymo uZtikrinimo iSlaidos, kurias gali patirti vykdymo uZtikrinimo
institucijos, neturéty biti didelés. SumaZéjus sveikatos sutrikimy atvejy skaiciui, sumazés finansiniai
nuostoliai, nes sumazés socialinés apsaugos ir sveikatos prieZiiiros sistemoms tenkanti nasta. Kalbant
apie Svina, apskaiciuota, kad valdZios institucijos per 40 mety sutaupys apie 100 mln. EUR, o Si suma
virsija iSlaidas (500 000 EUR). Kalbant apie diizocianatus, ES vieSojo administravimo institucijoms
teks patirti apie 970 000 EUR vienkartiniy iSlaidy, kurias, kaip tikimasi, taip pat kompensuos nauda
(1 750 000 EUR).

Ar bus dar koks nors didelis poveikis?

Tinkamiausios galimybés turés teigiamg poveikj pagrindinéms teiséms, ypac teiséms, nustatytoms
Europos Sajungos pagrindiniy teisiy chartijos 2 straipsnyje (teisé i gyvybe) ir 31 straipsnyje (teisé i
saZiningas ir teisingas darbo salygas, kuriomis uZtikrinama darbuotojy sveikata, sauga ir orumas).

Be to, Siuo pasitilymu bus teigiamai prisidéta prie pastangy siekiant darnaus vystymosi tiksly, susijusiy
su gera sveikata ir gerove (3-iasis DVT) ir deramu darbu bei ekonomikos augimu (8-asis DVT). Taip
pat tikimasi teigiamo poveikio 9-ajam DVT dél pramoneés, inovacijy ir infrastrukttiros ir 12-ajam DVT
dél atsakingos gamybos ir vartojimo.



D. Tolesni veiksmai
Kada politika bus persvarstoma?

Sitlomy KMRMD ir CVD pakeitimy veiksmingumas bus vertinamas atliekant ES darbuotojuy saugos
ir sveikatos direktyvy vertinima, kaip nustatyta Direktyvos 89/391/EEB 17a straipsnyje.
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EXPLANATORY MEMORANDUM

1. CONTEXT OF THE PROPOSAL
. Reasons for and objectives of the proposal

One of the objectives of the European Union (EU) is to promote well-being and sustainable
development, based on a highly competitive social market economy, aiming at full
employment and social progress'. The right of every worker to working conditions that
respect their health, safety and dignity is enshrined in Article 31 of the Charter of
Fundamental Rights of the European Union. Principle 10 of the European Pillar of Social
Rights® states that workers have the right to a high level of protection of their health and
safety at work.

A strong social Europe calls for constant improvements towards safer and healthier work for
all. Over the last few years, the EU’s occupational safety and health (OSH) policy framework
and rules have contributed to considerably improving working conditions, in particular
concerning workers’ protection from exposure to carcinogens and other hazardous chemicals.
In a context where OSH is high on the political agenda®, exposure limit values and other
provisions have been set or revised for many substances or groups of substances under the
Carcinogens, Mutagens and Reprotoxic Substances Directive 2004/37/EC* (CMRD) and the
Chemical Agents Directive 98/24/EC® (CAD).

Ensuring healthy and safe work environments is vital to protect workers, support economic
activity and productivity, and foster a sustainable economic recovery. Hence, the Commission
announced in the European Pillar of Social Rights action plan® its intention to ensure a
healthy, safe and well adapted work environment. This was confirmed with the adoption of
the OSH strategic framework for 2021-2027’. Protecting workers from exposure to hazardous

Article 3 of the Treaty on European Union.

https://op.europa.eu/webpub/empl/european-pillar-of-social-rights/en/

3 The EU OSH Strategic Framework on Health and Safety at Work 2014-2020, COM (2014) 332 final,
6.6.2014; Commission Communication Safer and Healthier Work for All - Modernisation of the EU
Occupational Safety and Health Legislation and Policy, COM (2017) 12 final, 10.1.2017; Commission
Communication A strong social Europe for just transitions, COM(2020) 14 final, 14.1.2020, the EU
Strategic Framework on health and safety at work 2021-2027, COM (2021) 323 final 28.7.2021.

4 Directive 2004/37/EC of the European Parliament and of the Council of 29 April 2004 on the protection
of workers from the risks related to exposure to carcinogens, mutagens or reprotoxic substances at work
(Sixth individual Directive within the meaning of Article 16(1) of Council Directive 89/391/EEC) (OJ
L 158 30.4.2004, p. 50).

> Council Directive 98/24/EC of 7 April 1998 on the protection of the health and safety of workers from

the risks related to chemical agents at work (fourteenth individual Directive within the meaning of

Article 16(1) of Council Directive 89/391/EEC (OJ L 131, 5.5.1998, p 11).

Communication from the Commission to the European Parliament, the Council, the European

Economic and Social Committee and the Committee of the Regions - The European Pillar of Social

Rights Action Plan. COM (2021) 102 final.

Communication from the Commission to the European Parliament, the Council, the European

Economic and Social Committee and the Committee of the Regions EU strategic framework on health

and safety at work 2021-2027 Occupational safety and health in a changing world of work. COM

(2021) 323 final.
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substances also contributes to the objectives of the Europe’s Beating Cancer plan. Also, the
2020 chemicals strategy for sustainability (CSS)® recognises the need to strengthen the
protection of workers and identifies lead’ and diisocyanates among the most harmful
chemical substances to act upon.

The substances concerned

Lead and its inorganic compounds (hereafter referred to as ‘lead’) is an occupational
reprotoxicant that can affect sexual function and fertility and the development of the foetus,
and cause other health effects. It is stated to be responsible for around half of occupational
reprotoxic ill-health cases. Diisocyanates are key respiratory asthmagens. Studies have shown
that occupational exposure accounts for 9%-15% of asthma cases in adults of working age''.

This proposal aims to revise the existing limit values for lead and to introduce for the first
time limit values for diisocyanates, helping to achieve a high level of protection of workers’
health and safety. More specifically, the proposed amendment of the CMRD and CAD is
focused on:

(D) revising the occupational exposure limit (OEL)" for lead by amending Annex III to
the CMRD and revising its biological limit value (BLV)" by amending Annex Illa;

2) removing the reference to the established OEL and BLV for lead in Annexes I and II
to the CAD;
3) setting, for the first time, limit values (OEL and short-term exposure limit (STEL ™))

for diisocyanates in Annex I to the CAD.

The directives concerned

The need to protect workers from exposure to lead and diisocyanates was stated in the EU
strategic framework on health and safety at work 2021-2027. Diisocyanates fall under the

Communication from the Commission to the European Parliament, the Council, the European
Economic and Social Committee and the Committee of the Regions. Chemicals Strategy for
Sustainability. Towards a Toxic-Free Environment. COM (2020) 667 final.

The reproductive health toxicity of inorganic lead compounds is due to their lead content. Therefore, a
group approach is supported by the Risk Assessment Committee (RAC) of the European Chemicals
Agency to cover a broad range of individual lead containing substances.

Diisocyanates is a collective term for a number of individual diisocyanates chemicals. This includes at
least 25 different diisocyanates, of which 11 account for over 99% of the registered tonnage under
REACH (ECHA 2019).

u Balmes J, Becklake M, Blanc P et al. (2003) American Thoracic Society Statement: occupational
contribution to the burden of airway disease. Am J Crit Care Med. 167:787- 797.

An occupational exposure limit (OEL) means the limit of the time-weighted average of the
concentration of a chemical agent in the air within the breathing zone of a worker in relation to a
specified reference period, normally 8 hours.

A biological limit value (BLV) means the limit of the concentration in the appropriate biological
medium of the relevant agent, its metabolite, or an indicator of effect.

An OEL is measured over an 8-hour period reflecting a working day. A short-term exposure limit
(STEL) is usually referenced to a 15-minute period and is used when short duration exposures, such as
peaks, are relevant to the onset of ill-health.
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scope of Directive 98/24/EC™ (CAD), while lead falls under Directive 2004/37/EC'
(CMRD). The latter was amended following the adoption of Directive (EU) 2022/431 of the
European Parliament and of the Council of 9 March 2022 by extending the scope of the
Carcinogens and Mutagens Directive (CMD)" to reprotoxic substances at work, which were
until then solely addressed under the CAD.

The introduction of more protective limit values for lead and of limit values for diisocyanates
enhances the level of protection without requiring changes to the general requirements of the
Directives. As the OEL for lead and its BLV have been moved to the CMRD following the
amendment brought by Directive EU 2022/431, they should be deleted from Annexes I and II
to the CAD respectively. This is a technical change that does not affect the scope or general
requirements of the two Directives.

¢ Setting limit values to protect against reproductive ill-health and asthma
Lead

Lead is an occupational reprotoxic substance that can affect sexual function and fertility for
both men and women, and the development of the foetus or offspring (developmental
toxicity). Exposure to lead may result in impaired fertility, miscarriages or serious birth
defects, as well as in other harmful effects such as neurotoxicity, renal toxicity, cardiovascular
effects and haematological effects.

Lead accounts for around half of all occupational exposures to reprotoxic substances and
associated cases of reproductive ill-health'®. Lead currently has a large variety of applications.
The main sectors for industrial production and use of lead are primary and secondary lead
production (including battery recycling); battery, lead sheet and ammunition production;
production of lead oxides and frits; lead glass and ceramics production. Exposure to lead is
also possible in other industrial applications, such as in foundries and the production of
articles of alloys with lead; and the production and use of pigments for paint and plastics.
Besides these applications, exposure may take place further downstream in the product chain
and when the articles and materials become waste or during the waste recovery of recycled
materials. Examples of downstream activities are applications of paints; use of lead
ammunition on shooting ranges (e.g., as part of defence, public order or safety activities);
work with lead metal; demolition, repair and scrap management; other waste management and
soil remediation; and work in laboratories. In addition, workers may be exposed to lead at
significant levels from its historic uses in activities such as renovation, waste collection,
recycling and remediation'. Besides, lead is present in a large number of Europe’s historic
buildings including those of the highest cultural heritage value, and workers engaged in the
restoration of Europe’s vast heritage could also come into contact with it. In historic
buildings, lead can be present in stained glass windows, roofs or decorative features.

15 See footnote 5.

See footnote 4.

7 Directive (EU) 2022/431 of the European Parliament and of the Council of 9 March 2022 amending
Directive 2004/37/EC on the protection of workers from the risks related to exposure to carcinogens or
mutagens at work (OJ L 88, 16.3.2022, p. 1.)

18 Study on reprotoxic substances https://ec.europa.eu/social/main.jsp?

catld=738&langld=en&publd=8220&furtherPubs=yes
REACH prohibits the use of lead in paints, subject to certain derogations (Annex 8). However, workers

may be exposed to lead when working on buildings and structures that were painted prior to the entry
into force of the restriction.
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Currently, it is estimated that approximately 50 000 to 150 000 workers in the EU are exposed
to lead”. Around 300 cases of ill-health occur each year as a result of past occupational
exposure to lead. This exposure is important because lead can accumulate in the bones of
exposed workers, thus contributing to the overall body burden and likelihood of chronic ill-
health.

The primary routes of occupational exposure are by inhalation and by ingestion via hand-to-
mouth contact due to insufficient housekeeping and personal hygiene. Dermal absorption of
inorganic lead is considered to be minimal. Exposure by ingestion is considered significant
and this exposure route is an important driver for the development of ill-health. Lowering the
OEL concerns the reduction of inhalation exposure and additional measures are needed to
minimise ingestion exposure. Blood lead concentrations are recognised as the best exposure
metric to assess occupational exposures to lead, including through ingestion, and internal lead
levels are decisive for determining the overall risk to health.

The lowering of the occupational exposure limit (OEL) is needed to help reduce occupational
exposure, as high air concentrations can also lead to contamination. Compliance with the
biological limit value (BLV) is the primary tool for protecting workers from lead toxicity and
monitor its accumulation in the body. The BLV and the OEL are therefore complementary.

The EU binding OEL and BLV for lead were first introduced under a specific directive on
lead in 1982*' and have not been updated for over 40 years. The 2007 non-binding practical
guidelines on the protection of the health and safety of workers from the risks related to
chemical agents at work? provide an orientation on health surveillance regarding lead, but
they are likely to be outdated.

This proposal takes into account the latest scientific and technical developments and findings,
the opinions® of the Committee for Risk Assessment (RAC) of the European Chemicals
Agency (ECHA), established by Regulation (EC) No 1907/2006 (REACH)*, and opinions of

2 RPA (2021), Study on collecting information on substances with the view to analyse health, socio-

economic and environmental impacts in connection with possible amendments of Directive 98/24/EC
(Chemical Agents) and Directive 2009/148/EC (Asbestos). Final report for lead and its compounds and
final report for diisocyanates (external study supporting the impact assessment report).

2 Council Directive 82/605/EEC of 28 July 1982 on the protection of workers from the risks related to
exposure to metallic lead and its ionic compounds at work )first individual Directive within the meaning
of Article 8 of Directive 80/1107/EEC) (OJ L 247, 23.8.1982, p. 12)

https://op.europa.eu/en/publication-detail/-/publication/b8827eb0-bb69-4193-9d54-8536¢02080c1/

22

language-en
= RAC opinion on lead (2020) https://echa.europa.eu/documents/10162/ed7a37e4-1641-b147-aaac-
fce4c3014037

RAC opinion on diisocyanates (2020) https://echa.europa.eu/documents/10162/4ea3b5ee-141b-63c9-
8ffd-1c268dda95e9

2“ Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006
concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH),
establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council
Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council
Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and
2000/21/EC /OJ L 396, 30.12.2006, p. 1.)
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the tripartite Advisory Committee on Safety and Health at Work (ACSH)*, and concludes
that a BLV for lead equal to 15 pg/100ml blood, accompanied with an associated OEL equal
to 0.03 mg/m* as an 8-hour time-weighted average (TWA), should be established.

For workers exposed to lead, health surveillance, as is currently carried out, will continue to
be part of the overall approach to protecting their health. Therefore, Annex Illa is revised to
introduce updated (lower) trigger levels of exposure concentrations of lead in air and blood-
lead levels at which medical surveillance should be carried out. This proposal revises the
levels that, when exceeded, trigger a need for medical surveillance. These levels are measured
in individual workers. Medical surveillance should take place when exposure to a
concentration of lead in air is greater than 0.015 mg/m?, calculated as a time-weighted average
over 40 hours per week, or when the blood-lead level exceeds 9 pg Pb/100 ml blood. The
relationship between the above levels, which trigger medical surveillance, and the revised
OEL and BLYV, is proportionately the same as in the current annex to the CMRD.

Lead presents a risk both to reproductive health and to the developmental health of the foetus
or offspring of exposed women®, primarily resulting in a loss of intelligence quotient (IQ).
To protect workers concerned and help employers manage risks, Annex III contains a
biological guidance value (BGV?®) stating that the blood lead level of women of childbearing
age should not exceed the reference values of the general population not occupationally
exposed to lead in the respective EU Member State. When national reference levels are not
available, it is recommended that blood lead levels of the workers concerned do not exceed a
BGV of 4.5 pg/100ml, as recommended by the RAC in its scientific opinion® (Section 8.2.4
of the annex to the opinion).

The BGV is used as an indicator of occupational exposure and not of adverse health effects.
Therefore, it acts as a sentinel marker to alert the employer that exposure at the workplace has
occurred and that remedial action may be required, taking into account the needs of individual
workers. In its opinion, the RAC acknowledged the real concerns and potential risks to the
foetus posed by exposure to lead. It indicated, however, that based on the available scientific
evidence, it is not possible to quantify the degree of risk that could serve as a basis for
proposing a BLV for this group of workers. Therefore, the RAC advised that the Directive

= ACSH opinion on lead (2021) https://circabc.europa.eu/ui/group/cb9293be-4563-4f19-89cf-

4c4588bd6541/library/60b206e1-ee10-40c2-9540-fb6510c11a0c/details

ACSH opinion on diisocyanates (2021) https:/circabc.europa.eu/ui/group/cb9293be-4563-4f19-89cf-
4c4588bd6541/library/0d11d394-b1e8-4ela-a962-5ad60f4ab2ae/details

Estimates show that the majority of the workforce in sectors involving lead is male (around 97%).

Data on identifiable health effects are nevertheless insufficient to be properly assessed. (see section
below on impact assessment).

Biological guidance values (BGVs) are exposure-related values, representing the upper concentration of the
chemical agent or one of its metabolites in any appropriate biological medium corresponding to a certain percentile
(generally the 90th or 95th percentile) in a defined reference population. Where the available data do not support
deriving a BLV, a biological guidance value (BGV) may be established. BGVs are often also called reference
values. They may be useful for workers, employers and occupational physicians when dealing with worker
protection issues. For instance, they can be an indicator of occupational exposure that may require attention to
consider the need for additional risk management measures. BGVs are not a limit for health effects. Source:
https://echa.europa.eu/documents/10162/23036412/ircsa_r8 appendix oels en.pdf/f1d45aca-193b-a7f5-55ce-
032b3a13f9d8

See footnote 23.
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highlights the concern related to lead exposure and developmental toxicity and based on the
available evidence, it recommended the use of a BGV for women of childbearing age.

Diisocyanates

Diisocyanates are hazardous chemical agents in accordance with Article 2(b) of the CAD and
fall within the scope of that Directive. Due to the need to address the identified serious health
risks specific to diisocyanates, a restriction under Regulation (EC) No 1272/2008 was adopted
in August 2020%*. The restriction requires the mandatory training of workers who use
diisocyanates to be put in place by August 2023, in accordance with specified criteria linked
to the nature of the work activity.

Diisocyanates are skin and respiratory sensitisers (asthmagens) that have the potential to
cause occupational asthma and dermal occupational disease — allergic reactions that can occur
due to exposure to such substances. They can cause people’s airways to change (the
‘hypersensitive state’)®'. Once the lungs become hypersensitive, further exposure to the
substance, even at quite low levels, may trigger an asthma attack. The predominant health
effects of occupational exposure to diisocyanates are respiratory health effects (occupational
asthma, isocyanate sensitisation and bronchial hyperresponsiveness), which are the critical
endpoints related to diisocyanate exposure occurring both after acute and long-term exposure.

Diisocyanates are used in manufacture of polyurethane as both solids and foams, and of
plastics, coatings, varnishes, two-pack paints and adhesives. Workers in companies
manufacturing these materials are exposed to diisocyanates, as are workers using adhesives,
sealants, paints and coatings containing diisocyanates. These products are widely used in
construction, vehicle repairs, general repairs, and in the manufacturing of textiles, furniture,
and of motor vehicles and other means of transport, of domestic appliances, machinery, and
computers. Diisocyanates are transformed during the production process, and are no longer
present in the final manufactured product. Therefore, there is no risk to the user of the product
(e.g., consumers).

Studies have estimated that occupational factors account for approximately 9-15% of asthma
cases in adults of working age®. Diisocyanates are one of the most common causes of
occupational asthma with an estimated number of annual incidences in the EU in the range of
2350 to 7 269 cases™**, According to estimates®, approximately 4.2 million workers are

%0 Commission Regulation (EU) 2020/1149 of 3 August 2020 amending Annex XVII to Regulation (EC)
No 1907/2006 of the European Parliament and of the Council concerning the Registration, Evaluation,
Authorisation and Restriction of Chemicals (REACH) as regards diisocyanates (OJ L 252, 4.8.2020, p.
24).

Diisocyanate substances have a common mechanism of inducing hypersensitivity. Therefore, a group
approach is supported by the RAC to cover a broad range of individual diisocyanate substances.

Balmes J, Becklake M, Blanc P et al. (2003) American Thoracic Society Statement: occupational
contribution to the burden of airway disease. Am J Crit Care Med. 167:787- 797.

3 https://www.hse.gov.uk/statistics/causdis/asthma.pdf

3 https://academic.oup.com/annweh/article/65/8/893/6247067
» RPA (2021), See footnote 20.

36 See footnote 20.
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exposed to diisocyanates and more than 2.4 million companies in the EU are concerned, the
vast majority of them being micro enterprises or SMEs.

Currently, there is no binding OEL or short-term exposure limit value (STEL) for
diisocyanates at EU level and there are 19 individual diisocyanate substances registered under
the REACH Regulation (Regulation (EC) No 1907/2006). Adverse health effects are caused
by a common part of all diisocyanates (the NCO group®). Therefore, a grouping approach
was considered as it would allow for a common OFEL and STEL for all diisocyanates.® This is
in line with the grouping approach favoured by the recently adopted EU chemicals strategy
for sustainability.

Peak exposures (short duration/high exposure levels) are a key factor in the onset of
occupational asthma®. Therefore, a STEL, which best addresses repeated short-duration high-
level exposures, is the most appropriate regulatory measure to address this type of exposure
pattern. The external study”’ supporting the impact assessment report, however, could only
analyse the impacts of the OEL. A lack of data on the impacts of short-term exposures meant
that it was not possible to estimate the related ill-health cases, which in turn likely results in
an underestimation of the costs and benefits. For these reasons, the RAC advised that any
STEL should be at most twice as high as the OEL.

Therefore, for diisocyanates, this proposal puts forward an OEL equal to 6 pg/m3,
accompanied by an associated STEL equal to 12 pg/m® and a dermal and respiratory
sensitisation notation, as well as a skin notation.

However, this proposal allows for a transitional value at 10 pg/m3 with an associated STEL
equal to 20 pg/m?3 until 31 December 2028. This is to allow employers to obtain the technical
means required to measure of such a value and give them the time to implement risk
management measures, in particular in downstream sectors. It should be complemented by
health surveillance of workers to detect any early onset of ill-health and subsequent
management of individual workers to prevent further risks due to exposure to diisocyanates.
Together, these measures provide a high level of worker protection.

To achieve the effective protection of workers from the risk of occupational diseases due to
exposure to diisocyanates and lead, the limit values are set in this proposal at what can be
achieved taking into account technical and economic feasibility.

7 The NCO group refers to the nitrogen, carbon, and oxygen atom of the isocyanate group.

Several expert committees concluded that a joint assessment for all diisocyanates based on NCO
concentration is adequate. The RAC proposes this approach as well, but also states that there is not
enough data to assess potency differences for individual diisocyanates.

The RAC opinion states that there are indicators that peak exposures are important for the risk of
asthma development. However, measuring peaks in human epidemiological studies is not practically
possible because of measurement difficulties.

40 RPA (2021), See footnote 20.
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. Consistency with existing policy provisions in the policy area

This proposal is in line with the European Pillar of Social Rights, in particular its principle 10
on the right to a healthy, safe and well-adapted work environment, and its action plan.
Revising the existing limit values for lead, which have not been updated since 1982, and
introducing, for the first time, limit values for diisocyanates, which fall under the CAD but for
which there are currently no limit values at EU level, helps achieve a high level of protection
of workers’ health and safety.

This initiative also builds on the Commission’s commitment in the EU strategic framework on
health and safety at work for 2021-2027*' to further lower the OEL for lead and establish an
OEL for diisocyanates in 2022.

The proposal is consistent with Council Directive 89/391/EEC of 12 June 1989 on the
introduction of measures to encourage improvements in the safety and health of workers at
work* (the ‘OSH Framework Directive’). The Framework Directive ensures minimum safety
and health requirements in all occupational settings, not only when dealing with chemical
substances. In addition, it does not preclude other directives, in this case the CAD and CMRD
from establishing more stringent provisions or more specific rules that further improve the
protection of workers.

. Fundamental rights and equality, including gender

The impact on fundamental rights is considered positive, in particular with regard to Article 2
(Right to life) and Article 31 (Fair and just working conditions) of the Charter of Fundamental
Rights of the European Union®.

While the workforce exposed to lead is predominantly male, as indicated above, female
workers may face additional risks as lead can affect pregnant women and the developing
foetus™. There are existing requirements on implementing protective measures in the Pregnant
Workers Directive®, but they do not provide full protection from developmental effects as
they apply from when the worker becomes aware that they are pregnant and inform their
employer, typically three months into the pregnancy.

Therefore, within the industry working with lead, it is paramount to raise awareness among
workers of childbearing capacity and put in place specific measures to minimise any possible
risks, in line with the employers’ obligations for risk management. To meet their obligations,

4 See footnote 3.

Council Directive 89/391/EEC of 12 June 1989 on the introduction of measures to encourage
improvements in the safety and health of workers at work. OJ L 183, 29.6.1989, p. 1.

“ 0J C 326, 26.10.2012, p. 391-407.

Lead can pass the placenta resulting in blood lead concentration in the umbilical cord at birth being
close to the blood lead level of the mother (source: RPA, 2021 external study section 2.2.4.7, see
footnote 19).

Council Directive 92/85/EEC of 19 October 1992 on the introduction of measures to encourage
improvements in the safety and health at work of pregnant workers and workers who have recently
given birth or are breastfeeding. OJ L 348, 28.11.1992, p. 1-7.
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employers are obliged to ensure the substitution of the substance when technically possible,
the use of closed systems, or the reduction of exposure to as low as technically possible. In
addition, as suggested in the opinion of the ACSH®, the blood lead level in women of
childbearing age should not exceed the reference values of the general population not
occupationally exposed to lead in the respective Member State. As explained above, when
national reference levels are not available, blood lead levels in women of childbearing age
should not exceed the BGV of 4.5 pg/100ml?’.

. Consistency with other Union policies
Charter of Fundamental Rights of the EU

The objectives of the initiative are consistent with Article 2 (Right to life) and Article 31
(Right to fair and just working conditions) of the EU Charter of Fundamental Rights.

Coherence with the REACH Regulation

The REACH Regulation®, in force since 2007, establishes among others two distinct EU
regulatory approaches, namely, restrictions and authorisations. Improving the interface
between REACH and worker protection legislation is an issue being addressed in the context
of the ongoing REACH revision®.

Restrictions enable the EU to impose conditions on the manufacturing, placing on the market
and/or use of substances, in mixtures or in articles. Authorisation is designed to ensure that
risks from substances of very high concern (SVHCs) are properly controlled while promoting
progressive substitution by suitable alternatives that are economically and technically viable.

A number of uses of lead are restricted under REACH. It is forbidden to use lead in paints
(with some exemptions)® *', in jewellery and articles which are intended to come into contact
with the skin, and to use lead and its mixtures supplied to the general public>.

Diisocyanates are restricted under REACH®, They can only be used or placed on the market
as substances on their own, as a constituent in other substances or in mixtures for industrial
and professional uses if the employer or self-employed person ensures that industrial or
professional user(s) have successfully completed training on the safe use of diisocyanates
before using the substance(s) or mixture(s).

4 See footnote 25.

See footnote 23.
See RAC opinion, footnote 23.

47
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9 A first joint meeting of the competent authorities for REACH and the interest groups of ACSH/WPC
took place on 5 April 2022 to discuss OSH aspects of the current revision of REACH.

50 https://echa.europa.eu/documents/10162/22dd9386-7fac-4e8d-953a-ef3c71025ad4

3 https://echa.europa.eu/documents/10162/ffd7653b-98cc-4bcc-9085-616559280314

> https://echa.europa.eu/documents/10162/61845f2b-f319-ab2e-24aa-6fc4f8fc150f
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More information about the REACH restrictions for the two substances is available in Annex
8 to the impact assessment report accompanying this proposal.

The ACSH, in its opinion>, stated that a combination of the REACH restriction (on worker
training) and OSH provisions, especially the respect of limit values and carrying out health
surveillance, is the most efficient approach for preventing peak exposure, which is the key
event leading to asthma from exposure to diisocyanates.

Together, the EU OSH Directives (CMRD and CAD) and the REACH Regulation are
relevant for workers’ protection from the risks of exposure to lead and diisocyanates.

Coherence with the Batteries Regulation

In December 2020, the Commission proposed a new Batteries Regulation> with the aim to
ensure that batteries placed on the EU market are sustainable and safe throughout their entire
life cycle. This is an integral part of the EU Green Deal, which aims for greater use of modern
non-fossil fuelled vehicles, and which could involve an increased use of lead containing
batteries, including during their recycling. Updating the limit values for lead ensures that
workers in the manufacturing and recycling of batteries will benefit from a high level of
health protection, despite a potentially higher production volume in the future.

Coherence with scientific research

Lead and diisocyanates were priority chemicals addressed under the EU human biomonitoring
programme (HBM4EU) funded by Horizon 2020%°, a joint effort of 30 countries, the
European Environment Agency and the European Commission, that ran from 2017 to 2021. It
generated knowledge to provide insight into the safe management of chemicals and so protect
human health. A dedicated project on occupational exposure to metals was carried out, with
the results showing that exposure to several metals, including lead, occurs during the
recycling of e-waste. A dedicated project was also carried out for diisocyanates, leading to a
review of the current biomarkers used for biomonitoring diisocyanates, an assessment of the
current levels in workers and the identification of research gaps®.

Coherence with Europe’s Beating Cancer plan

The aim of Europe’s Beating Cancer Plan is to tackle the entire disease pathway?®. It is
structured around four key action areas where the EU can add the most value: (i) prevention;

54 See footnote 25.

https://ec.europa.eu/environment/pdf/waste/batteries/

Proposal for a Regulation on_batteries_and waste_batteries.pdf

https://www.hbmd4eu.eu/about-us/

For more information see Scholten, B; Kenny, L; Duca, R; Pronk, A; Santonen, T; Galea, K.S; Loh, M;
Huumonen, K; Sleeuwenhoek, A; Creta, M; Godderis, L; and Jones, K. 2020. ‘Biomonitoring for
occupational exposure to diisocyanates: A systematic review. Annals of Work Exposures and Health
64(6): 569-585. https://academic.oup.com/annweh/article/64/6/569/5822987?]ogin=true
Communication from the Commission to the European Parliament and Council - Europe’s Beating
Cancer Plan. COM (2021) 44 final.
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(ii) early detection; (iii) diagnosis and treatment; and (iv) quality of life of cancer patients and
survivors. While rare, exposure to lead can cause cancer, and the reduction in limit values will
contribute to preventing these cancers.

For diisocyanates the adverse health effects do not include cancer and the Europe’s Beating
Cancer plan is not relevant.

Coherence with the Renovation Wave for Europe

Buildings are responsible for 36% of energy-related greenhouse-gas emissions. Given that
more than 85% of current buildings will still be standing in 2050, energy-efficiency
renovations will be essential to reach the objectives of the European Green Deal. In this
context, the renovation wave strategy® aims to double the annual energy-renovation rate by
2030. Specialised renovation works to reduce energy consumption can boost the long-term
value of properties and create jobs and investment, often rooted in local supply chains.
However, workers could become exposed to lead during the removal of lead containing
paints, plumbing and roofing materials (amongst others) and to diisocyanates as a result of the
increased use of insulating foams and better surface coatings to enhance the thermal insulation
of the built environment. This proposal therefore contributes to carrying out renovations that
are both positive for the environment and ensure the protection of the safety and health of
workers.

2. LEGAL BASIS, SUBSIDIARITY AND PROPORTIONALITY
. Legal basis

Article 153(2)(b) of the Treaty on the Functioning of the European Union (TFEU) provides
that the European Parliament and the Council ‘may adopt, in the fields referred to in
paragraph 1(a) to (i) [of Article of the 153 TFEU], by means of directives, minimum
requirements for gradual implementation, having regard to the conditions and technical rules
obtaining in each of the Member States. Such directives shall avoid imposing administrative,
financial and legal constraints in a way which would hold back the creation and development
of small and medium-sized undertakings’. Article 153(1)(a) TFEU states that the EU must
support and complement the activities of the Member States in the field of ‘improvement in
particular of the working environment to protect workers’ health and safety’.

The CMRD and the CAD were both adopted on the basis of Article 153(2)(b) TFEU to
improve workers’ health and safety. The present proposal aims to strengthen the level of
workers’ health protection in line with Article 153(1)(a) TFEU, in the form of a revised OEL
and BLV for lead to be set in the CMRD and the introduction of an OEL and STEL for
diisocyanates in the CAD, accompanied by some technical adaptations. Therefore, Article
153(2)(b) TFEU is the proper legal basis for the Commission’s proposal to amend both the
CMRD and the CAD.

59

Communication from the Commission to the European Parliament and Council, The European
Economic and Social Committee and the Committee of the Regions - A Renovation Wave for Europe -
greening our buildings, creating jobs, improving lives. COM (2020) 662 final
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Pursuant to Article 153(2) TFEU, the improvement in particular of the working environment
to protect workers’ health and safety is an aspect of social policy where the EU shares
competence with the Member States.

. Subsidiarity (for non-exclusive competence)

Scientific knowledge about lead and diisocyanates has developed since the adoption of the
CAD in 1998 (and the previous 1982 Directive specific to lead). The change of scope of the
CMD resulting from the adoption of the CMRD brings lead, a reprotoxic substance, under the
CMRD. Moreover, the added value of EU action is justified due to the problem being
widespread across the whole EU. Although competition in the single market is not strongly
impacted by the revision of the OEL and BLV for lead and its inorganic compounds and by
introducing an OEL and STEL for diisocyanates, the greater harmonisation of minimum
requirements would improve the level playing field for operators in the single market.

Data gathered during the preparatory work indicate that there are differences between the
Member States on the setting of limit values for lead and diisocyanates. Acknowledging
developments in scientific knowledge, some Member States have already reduced their limit
values for lead to a varying degree and/or introduced limit values for diisocyanates.

For lead, Member States’ BL.Vs range from 20 pg/100ml blood to 70 1g/100ml blood (the
current BLV under the CMRD). 15 Member States have a BLV lower than the current EU
BLV'. Some Member States have a lower limit for women, which is age dependent or stated
as ‘women of childbearing age’ and typically ranges between 20 and 40 pg/100ml blood. The
OEL ranges from 0.050 g/m’up to 0.150 g/m’(the current OEL under the CMRD).

For diisocyanates, there is no EU limit value. However, three EU Member States have a
general OEL* and several have different OELs and STELs for some, but not all, different
diisocyanates. Where they exist, OELs range from 3 pg NCO/m® to 500 pg NCO/m® with a
median value of 17.4 pg NCO/m”>. For the STEL, the range is from 10 to 82 pg NCO/m®.

Given the situation described above, it is clear that workers in the EU are subject to different
levels of protection from lead and from diisocyanates.

Significant divergences between national limit values distort competition in the single market.
The costs of complying with lower national levels are generally higher and entail therefore a
competitive advantage for enterprises operating in markets with no or less stringent national
limit values. For lead, companies based in Bulgaria, Czechia, Denmark, Latvia and Poland
need to comply with an OEL 3 times lower than the maximum OEL currently set at EU level
(0.050 g/m* vs 0.150 g/m?), which could negatively affect their competitiveness and create
disparities in the single market. The potential impact on competition is even larger for
diisocyanates, for which there are currently no EU limit values. Where national limit values
exist, OELs range from 3 pg NCO/m® to 500 pg NCO/m®. Therefore, updating the limit
values for lead and introducing, for the first time, limit values for diisocyanates will

! BG, HR, CZ, DK, FI, FR, DE, HU, IT, LV, NL, PL, SK, SI, SE.
2 HR, IE, LT.
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contribute to greater harmonisation in the single market and create a more level playing field
for businesses.

While individual Member States could still introduce lower values, the level playing field for
enterprises will improve. Companies willing to operate in the different EU Member States can
further benefit from a streamlining of the applicable limit values, potentially providing for
savings as common solutions can be adopted across facilities, as opposed to designing site-
specific solutions to meet various OEL and BLV requirements.

Risks to workers’ health and safety arising from exposure to lead, a dangerous occupational
reprotoxicant, and diisocyanates, which are respiratory sensitisers, are broadly similar across
the EU and both substances are broadly used in a wide range of sectors and countries. For this
reason, there is a clear role for the EU in supporting Member States in addressing such risks.

For lead, the external study® accompanying this proposal identifies 18 Member States that
produce refined lead and a more limited number of Member States mining lead. The
production rate of lead in the EU is in excess of 10 million tonnes per year used for a broad
range of processes including lead battery, sheet and powder production, and use in articles.

Diisocyanates are manufactured in 7 Member States and used throughout the EU in 21
relevant downstream sectors.

To ensure that the measures for protecting workers from exposure to lead and diisocyanates
are as effective as possible, the Directives need to be kept up to date with the most up-to-date
scientific knowledge presented in the RAC opinions®. In view of the available scientific
evidence, it is necessary to review the OEL and BLV for lead and its inorganic compounds
and to introduce an OEL and STEL for diisocyanates. The protection of workers’ health
against risks arising from exposure to these substances is already covered by EU legislation,
in particular by the CAD and CMRD, which can only be amended at EU level. This proposal
builds on long and intensive discussions with all stakeholders (representatives of workers’
associations, of employers' associations, and of governments). This helps to ensure that the
principles of subsidiarity and proportionality are properly respected.

Updating the CAD and the CMRD to take into account newer scientific evidence is an
effective way to ensure that preventive measures are updated accordingly in all Member
States. This will help achieve a uniform level of minimum requirements designed to guarantee
a better standard of health and safety. In turn, this will minimise the disparities in health and
safety protection levels of workers between Member States and across the EU single market.

Furthermore, the revision or introduction of limit values is very complex and requires a high
level of scientific expertise. Adopting limit values at EU level offers an important advantage
by eliminating the need for Member States to conduct their own scientific analysis with likely

3 RPA (2021) See footnote 21.
See footnote 23.
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substantial savings on administrative costs. These resources could instead be dedicated to
improving further OSH policies in each Member State.

It follows that, for both lead and diisocyanates, EU-level action to achieve the objectives of
this proposal is necessary, as these objectives cannot be sufficiently achieved by the Member
States, either at central or at regional and local level, because of the scale and effects of the
proposed action. This is in line with Article 5(3) of the Treaty on European Union (TEU).
Amending the CMRD and CAD can only be done at EU level and after a two-stage
consultation of the social partners (management and labour) in accordance with Article 154
TFEU.

. Proportionality

The proposal respects the principle of proportionality, as it does not change the Directives’
objectives and general requirements. The action is limited to proposing new and revised limit
values taking fully into account up-to-date scientific information and socio-economic
feasibility factors. These have been discussed thoroughly with all stakeholders
(representatives of workers’ organisations, of employers’ organisations and of governments).
This initiative aims to ensure a balanced approach, i.e., one that prevents companies from
facing severe economic disadvantages while providing appropriate protection to workers at
EU level. Since the proposal for diisocyanates involves establishing limit values for the first
time, it includes measures for mitigating burdens and supporting compliance with provisions
(such as a transitional period) which have also been discussed with the relevant stakeholders.
These transitional measures contribute to the proportionality of the proposed initiative by
ensuring a more appropriate time frame for businesses to adapt. For lead, the proposal is part
of a stepwise approach® to better protecting workers by providing more protective limit values
than the existing values.

Furthermore, the setting of these new or revised limit values for both substances would entail
limited costs for companies, in particular when compared to their turnovers. The initiative is
considered balanced and justified in light of the accrued and long-term benefits in terms of
reducing health risks arising from workers’ exposure to lead and to diisocyanates and
preventing occupational ill-health. In accordance with Article 153(4) TFEU, this proposal lays
down minimum requirements and does not prevent any Member State from maintaining or
introducing more stringent protective measures compatible with the Treaties, for example, in
the form of lower limit values or other provisions ensuring greater protection for workers.
This offers the Member States a certain margin of flexibility.

The process for setting and/or revising limit values involves the identification by the Commission of
priority substances for scientific evaluation including stakeholder engagement at Member States and
Social Partner levels, a scientific evaluation of the Committee for Risk Assessment of the European
Chemicals Agency, a public consultation, the tripartite consultation of employers’, workers’ and
governments’ representatives via the Advisory Committee on Safety and Health at Work, and an impact
assessment based on an external study.
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It follows that this proposal does not go beyond what is necessary to achieve its objectives in
line with the principle of proportionality, as set out in Article 5(4) TEU. Detailed information
on compliance with the principle of proportionality is provided in the impact assessment
report accompanying this proposal (point 8.4).

. Choice of the instrument

Article 153(2)(b) TFEU specifies that minimum requirements in the field of workers’ health
and safety protection may be adopted ‘by means of directives’.

3. RESULTS OF EX POST EVALUATIONS, STAKEHOLDER
CONSULTATIONS AND IMPACT ASSESSMENTS

. Ex post evaluations/fitness checks of existing legislation

The most recent in-depth evaluation of the CAD and CMD (2017 ex post evaluation of the EU
OSH Directives'), concluded that the Directives remain highly relevant and effective
according to the available evidence. It highlighted that limit values are an important tool for
chemical risk management in the workplace and that there is a need to adopt exposure limit
values for more substances of high concern. Specifically, the evaluation identifies the need to
consider the most appropriate approach to managing risks that may arise from exposure to
chemical and reprotoxic substances and if and how biomonitoring could be used more
effectively for workplace risk management. It further states that sensitisers should be
considered as a high priority that merit further consideration to ensure that the risk
management requirements are appropriate.

This initiative is also in line with the stocktaking staff working document accompanying the
EU strategic framework on health and safety at work 2021-2027 (SWD (2021) 148 final)?,
which identifies the need to increase the focus on addressing occupational diseases. For lead,
in particular, it states that the limit values should be reviewed in light of new scientific data.

. Stakeholder consultations

Two-stage consultation of European social partners in accordance with Article 154 of the
TFEU

In 2020 and 2021, the Commission carried out a two-stage consultation of social partners at
EU level pursuant to Article 154(2) of the TFEU. The Commission consulted the social
partners on the approach to revising binding occupational exposure limit values for lead and
its compounds and to setting occupational exposure limit values for diisocyanates under the
CAD.

Workers’ organisations

! https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CEL EX:52017SC0010&from=en

See footnote 3.
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The European Trade Union Confederation (ETUC) replied to the first phase consultation,
acknowledging the importance of the existing legislation. While ETUC, in principle,
supported reducing the current limit values for lead, it expressed the view that the BLV
proposed in the scientific opinion adopted by the RAC would not be sufficiently protective of
women of childbearing age in the workplace, nor guarantee equal treatment of women and
men at work®. They proposed, instead, that a lower BLV be introduced. In addition, they made
some general reflections concerning the need to improve workers’ protection from exposure
to reprotoxic substances and concerning the Pregnant Workers Directive 92/85/EEC* in this
context.

ETUC agreed that a binding EU OEL for diisocyanates is needed to ensure minimum
requirements for the protection of workers exposed to diisocyanates across the EU. At the
same time, they expressed the view that this is the first time an EU binding OEL would be
established for sensitisers with the main aim of preventing occupational asthma, and therefore
proposed that this point be discussed and agreed upon within the ACSH where workers,
employers and governments are represented.

The workers’ organisations believe that binding EU legislative action is needed on these
issues and therefore see no need to launch a negotiation procedure pursuant Article 155
TFEU. ETUC indicates, however, that it might wish to discuss complementary issues with
employers and seek convergent positions on certain questions, such as the best legal
instrument to protect workers from the risk of exposure to substances that are toxic and affect
reproduction or the need for a new methodology to limit the volume of non-threshold
substances at EU level.

Employers’ organisations

Three employers' organisations replied to the first-phase consultation: Business Europe, SME
United (European Association of Crafts and SMEs) and the European Construction Industry
Federation (FIEC).

The employers’ organisations supported the objective to effectively protect workers from
exposure to hazardous chemicals, including by setting OELs at EU level, where appropriate.
They consider this is in the interest of workers and businesses and contributes to a level
playing field. However, they also raised some concerns about the approach taken when setting
such values.

Concerning the issues identified in the consultation paper, the employers’ organisations
supported the Commission’s general direction towards constant improvement of the
protection of workers from exposure to carcinogens and risks arising from chemical agents in

The RAC recommends stating in the CAD that the exposure of fertile women to lead should be avoided
or minimised in the workplace because the BLV for lead is not protective of the offspring of women of
childbearing age. In ETUC’s view, this is discriminatory as it could create a situation where women
might not be hired in workplaces where they can be exposed to lead and its compounds.

See footnote 45.
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the workplace, subject to certain conditions. In their view, the process of setting limit values
should be based on sound scientific evidence, technical and economic feasibility,
socioeconomic impact assessment, and the opinion of the ACSH, as is done currently by the
Commission.

Furthermore, they stressed that a lower limit value does not always mean better protection of
workers, as it depends on the feasibility to measure it and for employers to implement it.

Business Europe and SME United stressed the need to assess the impact on small and
medium-sized enterprises (SMEs), in particular on micro-enterprises, in terms of
proportionality and feasibility of action, and also to take account of sectoral differences.

Concerning the question on the binding instrument to be used for addressing these issues,
SME United pointed out that without a deeper analysis of the impact of the new values on
crafts, SMEs and employers’ obligations, they cannot assess whether such an instrument
would be appropriate.

As regards lead and its compounds, Business Europe referred to the voluntary agreements put
in place by the industry to continuously lower exposure levels, as far as technology allows it.
It stressed that OSH legislation at EU and national level already provides a good level of
protection for workers and highlighted the importance of the existing binding OEL under the
CAD together with other protective measures aside from the limit value.

SME United underlined that a concrete proposal on the new planned OEL should be
submitted in order to better assess the impact on companies.

As regards diisocyanates, SME United is of the view that a detailed analysis of the risks of
diisocyanates justifying setting a limit value is lacking. However, while in principle they did
not oppose introducing a proportionate and feasible OEL for diisocyanates in indoor
workplaces, for outdoor workplaces they considered that training requirements addressing the
possible risks and hazards are sufficient.

Business Europe, although agreeing with the existence of risks for workers, highlighted that
the introduction of a new binding OEL would put additional obligations on employers, not
only to comply with the limit value, but also with the other protective measures in the CAD.

They also stressed the importance of workers’ protection already provided under REACH
through the restriction requiring the training of workers who use diisocyanates®, as well as
obligations concerning the training of workers. Moreover, they noted that the RAC mentioned
in the context of the restriction that the training of workers is the most effective way of
reducing exposure and the impact on them.

See footnote 24._
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Business Europe expressed the need for the EU to provide more information and analysis on
how effective a binding OEL would be in addition to the existing restriction under REACH.

The employers’ organisations considered that the existing preparatory procedures already
involve social partners, including the ACSH consultations. Therefore, they do not want to
launch a negotiation procedure pursuant Article 155 TFEU.

Results of the second phase of the social partners consultation

The Commission launched a second-phase consultation of the social partners, which closed on
30 September 2021. This second-phase consultation focused on the envisaged content of
possible proposals, as required under the Treaty.

Among workers’ organisations, only ETUC replied to the second-phase consultation. They
recognised the importance of further improving the protection of workers from exposure to
lead and diisocyanates and supported binding action via the revision of the Directives. Having
already answered the first-phase consultation, they reconfirmed their statements.

They did not see the need to enter negotiations under Article 155 TFEU.

Among employers' organisations, only Business Europe and the Shipyards’ & Maritime
Equipment Association of Europe (SEA Europe) replied to the second phase consultation.

Business Europe, having already answered the first-phase consultation, reconfirmed their
statements.

Business Europe considered that the existing preparatory procedures already involve social
partners and that the ACSH is the right place for dialogue with them, jointly with
governments, on the next steps in the process. Therefore, they did not want to launch a
negotiation procedure pursuant Article 155 TFEU.

SEA Europe stated that diisocyanates are rarely used in their industry and that if they could no
longer be used, they would find an alternative substance as a substitute.

Consultation of the Advisory Committee on Safety and Health at Work (ACSH)

The ACSH is composed of representatives of national governments and workers’ and
employers’ organisations. It was consulted on this proposal via its dedicated Working Party
on Chemicals, in accordance with the ACSH’s mandate. In this mandate, the Commission
asks the Working Party on Chemicals to actively participate in recommending priorities for
new or revised scientific evaluations. The Working Party on Chemicals’ opinion takes into
account the RAC’s scientific input, and socio-economic and feasibility factors.
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The ACSH adopted, on 24 November 2021, an opinion on lead® for an EU binding OEL and a
binding BLV under the CAD (now under the CMRD), and an opinion on diisocyanates’ for a
binding OEL and STEL under the CAD.

As regards lead, the three ACSH Interest Groups (employers, workers and governments)
reached a consensus on the need to revise downwards both the existing BLV and OEL ‘to
better protect workers’ health taking into account scientific and technical developments since
the current limit values were adopted’. No consensus was reached on the limit value to be
proposed. In their opinion, oral and inhalation exposure are both relevant routes for the uptake
of lead into the human body and blood lead concentrations are the best exposure metric to
assess occupational exposure. This is because internal lead levels are decisive for chronic
toxicity. Therefore, it is important to use the BLV as the primary tool for protecting workers
from lead toxicity. The OEL and BLV complement each other, and both should be complied
with.

The main differing views concerned (i) how best to tackle workers with higher blood levels
due to historic exposure since lead is stored in the bones for a long time; (ii) levels of
exposure for women of childbearing age; and (iii) for the OEL, the uncertainties in the models
used to derive the values and technical feasibility together with cost-benefit considerations to
achieve these levels®.

The divergent views presented above highlight the importance of health surveillance (already
a requirement of the CMRD) for the effective management of individual workers who may
have historic exposure, or in the specific case of female workers of childbearing age. The
general requirements for health surveillance (which apply to all substances within the scope of
the Directive) are complemented by specific requirements when workers are exposed to
certain specified levels of lead requiring more detailed medical surveillance when exposure
exceeds 0.075 mg/m? in air (50% of the current OEL) or 40 ng/100ml blood (approx. 60% of
the current BLV).

For lead health/medical surveillance is important because lead is stored in the bones for
decades (half-life in bones’ is 6 to 37 years) and is released gradually into the bloodstream.

As regards diisocyanates, the three ACSH Interest Groups agreed on the numerical values of
the OEL and STEL that should be proposed and advised that a phase-in approach is required
due to technical measurement feasibility and the time to implement risk management
measures, in particular in downstream sectors. The Employers Interest Group highlighted the
need to tackle the problem of occupational asthma caused by this agent by preventing peak
exposures. They recognised the need to take a pragmatic approach to setting the STEL that
will significantly reduce peak exposures resulting in a major improvement of workers’ health.

Specific health surveillance is also mentioned as appropriate in line with Articles 6(3) and 10
of the CAD as a means of identifying early signs and symptoms of respiratory sensitisation.

6 See footnote 25.

See footnote 25.

For a detailed overview of the differing views, see the ACSH opinion (see footnote 25) and the impact
assessment report accompanying this proposal.

The time required for its concentration to decrease by half.
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These arrangements should be in accordance with national laws and/or practice, as well as in
line with the principles and practices of occupational medicine.

Thus, there is consensus on the need to adopt a binding OEL under the CAD to be set at
6 pg/m3, accompanied by an associated STEL equal to 12 pg/m3, a dermal and respiratory
sensitisation notation and a skin notation. A transitional value at the level of 10 pg/m?3 with an
associated STEL equal to 20 pg/m?3 that should apply until 31 December 2028 was also
proposed.

. Collection and use of expertise

In reviewing the binding limit values (OEL and BLV) for lead under the CMRD and
establishing, for the first time, a binding OEL and STEL for diisocyanates, the Commission
followed a well-established procedure that involves seeking scientific advice and consulting
the ACSH. A sound scientific basis is indispensable in underpinning any OSH action,
particularly in relation to the dangerous substances. In this regard, the Commission sought
advice from the Committee for Risk Assessment (RAC) of the European Chemicals Agency.

The RAC develops high-quality comparative analytical knowledge and ensures that
Commission proposals, decisions and policy on the protection of workers’ health and safety
are based on sound scientific evidence. Members of the RAC are highly qualified, specialised,
independent experts selected on the basis of objective criteria. They provide the Commission
with opinions that are used to develop EU policy on workers’ protection.

The scientific opinions of the RAC'" necessary for revising the binding limit values (OEL and
BLV) for lead and for establishing, for the first time, a binding OEL and STEL for
diisocyanates, were adopted on 11 June 2020. In its opinion on lead, the RAC proposes a
BLYV of 15 pg lead/100 ml blood and an OEL of 0.004 mg lead/m? (inhalable fraction).

As regards diisocyanates, the RAC opinion states that a threshold for bronchial hyper-
responsiveness or for the development of asthma could not be observed. However, an OEL
defined as an 8-hour time weighted average (TWA) exposure based on the ‘NCO group’"" can
be obtained from the exposure-risk relationships (ERR) for hyper-responsiveness or
diisocyanate asthma, based on excess risk over a working life period.

The ERR presents a range of exposure levels and the corresponding risk of developing
occupational asthma due to exposure to diisocyanates.

A 15-minute STEL value is required since peak exposures are important and drive the onset
of asthma. However, measuring peaks in epidemiological studies is not practically possible
and for this reason the RAC focused on the OEL while concluding on the need for a STEL
that should be determined using a multiplication factor of no more than two times the OEL.
The RAC recommended that the STEL value should not exceed 6 pg/m? NCO.

10 See footnote 23.

1 See footnotes 31 and 37.
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Moreover, the RAC considered that dermal and respiratory sensitisation notations and a ‘skin’
notation were warranted. The notations indicate that in addition to the need to control
inhalation exposure it is important to prevent dermal exposure as the substance can be
absorbed through the skin and contribute to overall exposure and elicitation of asthma.
Preventing dermal exposure can be achieved, for example, by wearing appropriate gloves and
coveralls.

* Impact assessment

This proposal is supported by an impact assessment report accompanying the present
proposal. The impact-assessment report was supported by an external study that collected
information to analyse health, socio-economic and environmental impacts in connection with
possible amendments of the CMRD and CAD™. The impact assessment report was presented
to and reviewed by the Regulatory Scrutiny Board (RSB) on 12 October 2022. It received a
positive opinion with reservations dated 14 October 2022. The RSB’s comments were
addressed in the final impact-assessment report.

The following options for various limit values for lead and diisocyanates were examined:
o a baseline scenario of no further EU action (option 1); and

. options for various OELs and BLVs for lead and OELs and STELs for
diisocyanates, taking into account the scientific assessment of the RAC", the
opinion of the ACSH", and the OFELs in place in the Member States (the
scientific evaluation provides a solid evidence-based approach, while the
ACSH’s opinion provides important information for the successful
implementation of the revised OELs and BL Vs options).

Due to insufficient data as regards identifiable effects on health, the impact assessment report
did not examine the option of setting a separate BLV for female workers of childbearing age.
Consequently, a recommendation is made instead as data on the costs, benefits, and potential
overall impacts of a separate BLV is lacking. The recommended guidance value and the
requirements for medical surveillance should be considered together to ensureadequate
protection for this group of workers.

Several other options were discarded at an early stage as they were considered
disproportionate or less effective in reaching the objectives of this initiative. These discarded
options related to how to set OELs, STELs and BLVs, to the choice of another instrument,
and to the introduction of adapted measures for SMEs. Non-regulatory alternatives such as
guidance documents or examples of good practice were not considered effective enough in

12 RPA (2021) See footnote 20. When the study was launched, both the introduction of limit values for
diisocyanates and the update of limit values for lead were to be carried out under the CAD. However,
the impact assessment report was drafted after the agreement between the European Parliament and
Council in January 2022 to expand the scope of the CMD and therefore took account of the inclusion of
reprotoxic substances under the CMRD and its implications.

RAC opinion. See footnote 23.

See footnote 25.
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reaching the objectives of this initiative since they would result in non-binding provisions. On
the other hand, existing guidance documents or examples of good practice can be considered
as complementary and could provide added value to OELs/STELs/BLVs. Adopting a
different solution for SMEs was also discarded. This is because SMEs account for around
99% of companies working with lead and diisocyanates, and should therefore not be
exempted from the scope of the initiative. Their exclusion would mean that the vast majority
of European workers at risk of exposure to these groups of substances would not be
sufficiently protected by health and safety at work legislation, with a clear distortion and
inequality in the application of the EU legislative framework and with a risk of compromising
the underlying social policy objectives and fundamental rights.

The option to assist SMEs by extending the time by which the limit value needs to be
implemented was retained for diisocyanates. A transitional value is considered as necessary
for technical measurement feasibility reasons and to give sufficient time to the industry to
implement the necessary risk management measures, in particular in downstream sectors,
since there is currently no limit value at EU level. Besides, since most of the companies
(99%) working with diisocyanates are SMEs, this transitional value will be particularly
beneficial for them.

The Commission also analysed the economic, social and environmental impacts of the various
policy options. The results of this analysis are presented in the impact assessment report
accompanying the present proposal. The policy options were compared and the preferred
option was chosen based on the following criteria: effectiveness, efficiency and coherence.
Costs and benefits were calculated over a 40-year period. The health benefits of the revised
OEL/STEL/BLV were calculated in terms of the costs of ill-health avoided. All analytical
steps were performed in line with the Better Regulation guidelines'.

The Commission compared the envisaged options and took into account the positions of the
various ACSH interest groups. Based on this, the Commission selected the preferred option of
setting a BLV for lead equal to 15 pg/100ml blood, accompanied by an associated OEL equal
to 0.03 mg/m3 as an 8-hour time-weighted average (TWA) and translated this into a
corresponding legislative provision set out in this proposal. This option is considered balanced
and justified in light of its accrued and long-term benefits in terms of reducing health risks
arising from workers’ exposure to lead, without putting a disproportionate burden on
businesses in the concerned sectors, including on SMEs and micro-enterprises. As regards
diisocyanates, the Commission selected the preferred option of setting an OEL equal to 6
pg/m3, accompanied by an associated STEL equal to 12 pg/m3, a dermal and respiratory
sensitisation notation and a skin notation. A transitional OEL value equal to 10 pg/m?3 with an
associated STEL equal to 20 pg/m3 should apply until 31 December 2028 due to technical
measurement feasibility and the time needed to implement risk management measures in
particular in downstream sectors. This should be complemented by health surveillance of
workers to detect any early onset of ill-health and subsequent management of the individual
workers to prevent further risks due to exposure to diisocyanates. Collectively, these measures
provide a high level of workers’ protection.

15
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Impact on workers

The preferred options should result in benefits in terms of avoided work-related ill-health, and
related monetised health benefits (such as the avoidance of intangible costs like reduced
quality of life, the suffering of the workers and their families, etc). For lead, it is estimated
that about 10 500 cases of ill-health could be prevented, and its monetised health benefit is
assessed as ranging from EUR 160 million to EUR 250 million over the next 40 years.
Regarding diisocyanates, the lack of data means that it is not possible to quantify the benefits
for workers. However, it is largely agreed among relevant stakeholders, including social
partners, that setting a STEL would result in a decrease in the number of ill-health cases.

It is expected that the introduction of limit values will, among others, reduce the suffering of
workers and their families and lead to healthier and more productive lives.

Impact on employers

As regards costs incurred for risk reduction measures, the preferred options will affect
operating costs for companies that will have to adjust working practices to comply with the
new BLV and OEL for lead and OEL, STEL and notations for diisocyanates. This will consist
in incremental costs of risk management measures (RMMs) (including respiratory protective
equipment), cost of health surveillance, monitoring costs and training costs'®.

Although the costs outweigh the benefits, the preferred option has not been selected solely on
the basis of a comparison of monetised costs and benefits. The costs to business over the next
40 years are estimated to be about EUR 750 million for companies operating with lead and
EUR 13.5 billion for companies dealing with diisocyanates.

The costs for businesses regarding lead (an average additional costs per company around
EUR 30 000 over 40 years) represent less than 1% of their annual turnover and should
therefore not lead to any closures.

Data limitations for diisocyanates implied that costs and benefits were likely underestimated,
and for both substances, calculations of costs are easier to obtain than those of benefits, as is
usually the case in occupational safety and health. For diisocyanates, the transitional period
proposed until 31 December 2028 will contribute to mitigating the costs. Besides, the fact that
the proposed value was endorsed by all three Interest Groups of the ACSH, including
employers, signals that, despite the costs, it is considered to be an implementable measure.

Each of the companies operating with diisocyanates would spend on average about
EUR 6 000 over 40 years, mainly on monitoring tasks, spread over the reference period.
However, companies operating in the textiles and apparel sectors would also need to bear one-
off costs of EUR 4.5 billion and EUR 10.3 billion respectively, as they would need to invest
in additional risk management measures. The one-off costs relate mainly to investments
following the need to acquire respiratory protective equipment (this often used in these two

16 Companies operating with lead will only face costs of RMMs.
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sectors as a primary protective measure, before collective protective measures). This involves
high one-off costs, yet savings in terms of recurrent costs. Since most of the companies
operate in sectors with a high degree of competition, they are unlikely to pass the costs on to
consumers, as it could lead to a loss of market share. Therefore, the impacts on consumers
will be limited.

The setting of new or revised limit values would certainly benefit companies, including for
diisocyanates, although these benefits could not be quantified. For example, this would lead to
cost savings related to sick leave, labour productivity and other administrative and legal costs.
However, these benefits are far more limited than the additional costs arising from setting
limit values. Although monetised costs are higher than monetised benefits, there are a number
of significant advantages for companies that could not be quantified, notably in terms of
reputation and attractiveness as an employer. Limit values both for lead and diisocyanates can
make the sectors more attractive, making it easier to recruit and to increase productivity.
Moreover, employers’ representatives seem willing to introduce limit values for diisocyanates
and reduce the existing limit values for lead, as reflected in the ACSH opinion.

Impacts on company expenses in research and development, and the impacts passed on to
consumers, are expected to be very limited.

Environmental impacts and impacts on climate change

This proposal has no identifiable significant impact on the environment. Reducing the limit
values for lead is not expected to have an impact either on climate change, though greater use
of lead batteries in, for example, electric vehicles will contribute reducing the use of fossil
fuels. Similarly, greater use of insulating material based on diisocyanates will improve the
thermal insulation of buildings, with a consequent reduction in the use of fossil fuels for
heating. This will not be directly impacted by the introduction of limit values for
diisocyanates. The proposal is therefore respectful of the ‘do no significant harm’ principle, as
the actions proposed do no harm to the environment and simultaneously contribute to EU
efforts against climate change.

Impact on Member States / national authorities

As regards the impact on Member States / national authorities, the proposal should not entail
additional administrative burdens. Member States would need to bear the costs related to
transposing the new limit values, which would be EUR 520 000 for lead and EUR 970 000 for
diisocyanates. However, the benefits for public authorities outweigh the costs. These benefits
are related to reduced healthcare costs, increased tax revenues and, in the case of
diisocyanates, the avoided costs of having to set national limit values. A net benefit of EUR
99 480 000 is expected for lead and of EUR 780 000 for diisocyanates. No additional
requirements such as new reporting activities for public authorities are anticipated. A two-
stage compliance assessment (transposition and conformity checks) will be carried out by the
Commission for the transposition of the limit values. At workplace level, there is an
obligation for employers to ensure that the exposure does not go above the limit values set out
in the annexes to the CAD and CMRD. The monitoring of application and enforcement will
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be undertaken by national authorities, in particular the national labour inspectorates. At EU
level, the Committee of Senior Labour Inspectors (SLIC) keeps the Commission informed of

problems relating to the enforcement of the two Directives.

Table 1: Comparison of cost and benefits for options for lead (over 40 years, in EUR million)

Option 2 a 505523 03ml) Option 4
20 1ng/100ml 4.5 1n1g/100ml
(20 pg/100ml) (Preferred option) (4.5 pg/100ml)
Costs for businesses 350 750 6 300
Benefits for businesses 4 5 6
Costs for public authorities 0.5 0.52 0.54
Benefits for public authorities 90 100 130
Health fits f k
ealth benefits for workers ) 5, 160 - 250 200 - 310
and families

Table 2: Comparison of cost and benefits for options for diisocyanates (over 40 years, in

EUR million)
Option 3
Option 2 6 pgpl\}(();) I’ Option 4
10 pg NCO/m? 3 pg NCO/m?

HE m (Preferred option) HE m
Costs for businesses 5600 13 410 14 230
Benefits for businesses 0 0 04
Costs for public authorities 0.97 0.97 0.97
Benefits for public authorities 1.75 1.75 2.75
Health Penefits for workers N/A N/A 0.8-22
and families

Contribution to sustainable development

The initiative will help achieve the Sustainable Development Goals (SDGs) on good health
and well-being (SDG 3) and decent work and economic growth (SDG 8). It is also expected to
have a positive impact on the SDG on industry, innovation and infrastructure (SDG 9) and on
responsible production and consumption (SDG 12).

Impact on digitalisation

None of the policy options for both lead and diisocyanates would have any impacts on
digitalisation. The principle of ‘digital by default’ does not apply to this proposal, as the
proposed directive only concerns an update / introduction of limit values and digital
developments do not apply to the subject of the proposal.
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. Regulatory fitness and simplification
Impact on SMEs

99% of the companies working with lead and diisocyanates are SMEs. Therefore, these have
been the focus of this report’s cost analysis.

This proposal does not contain any exceptions for micro-enterprises or SMEs, which account
for around 99% of the companies working with lead and diisocyanates. Their exclusion would
mean that the vast majority of European workers who could be exposed to these groups of
substances would not be sufficiently protected by health and safety at work legislation, with a
clear distortion and inequality in the application of the EU legislative framework and with a
risk of compromising the underlying social policy objectives and fundamental rights.

Another option to assist SMEs is to extend the time by which the limit value needs to be
implemented. This has been retained for diisocyanates. Although it does not constitute an
exception to the measures applying only to SMEs, the transitional period will substantially
benefit them, as they represent the majority of companies working with diisocyanates.

Revising the limit values for lead and introducing limit values for diisocyanates, as provided
for in this proposal, should have no impact on SMEs located in Member States where the
national limit values are either equal to or lower than the proposed values for lead or where
national limit values have already been introduced for diisocyanates. However, there may be
an economic impact on SMEs and other businesses in Member States that currently have in
place higher BLVs and OELs for lead or no limit values for diisocyanates.

SMEs can be more strongly impacted by regulatory changes that introduce substantial
adjustment or administrative costs. Their limited size often makes it more difficult to access
capital, and most often at a higher cost of capital than large enterprises’’. SMEs can therefore
be exposed to proportionally higher costs than large enterprises.

For all of the above, the analysis presented in the impact assessment report accompanying this
proposal has duly taken into account the specificities, limitations and particular challenges of
SMEs. When considered appropriate, specific measures to support SMEs have been put
forward.

Impact on EU competitiveness or international trade

This initiative will have a positive impact on competition in the single market by: (i) reducing
competitive differences between firms operating in Member States with different national
OELs and STELs for lead and diisocyanates or BLVs for lead; and (ii) providing greater
certainty on an enforceable exposure limit across the EU.

Introducing lower limit values will have a smaller impact on the competitiveness of
companies that are already closer to applying any OELs, STELs and BLVs that are being

17 Tool # 22 of the Better Regulation toolbox on SMEs.
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assessed. Such companies operate in Member States where the limit values are lower than the
current EU values in the case of lead, and where they are most similar to the limit values
proposed for diisocyanates. This is particularly relevant for companies working with
diisocyanates in Sweden, which has lower national OELs for a few diisocyanates.

However, while this might make such companies more cost-competitive against companies
traditionally working in other Member States, most of the work done with lead and
diisocyanates is carried out in fixed installations (for example, lead battery manufacturing and
recycling / primary manufacture of diisocyanates). Furthermore, the costs related to
compliance with the preferred options should not have significant impacts on competition.
However, companies working with lead could be less competitive than those producing lead-
free alternative products (e.g., ceramic frit, alloys or crystal glass).

On international competitiveness, only three non-EU countries currently have a BLV for lead,;
these range between the existing EU BLV and the proposed revised EU BLV. Therefore, the
impact on competitiveness for companies working with lead should be moderate, although
these costs could not be quantified. As for diisocyanates, the EU’s main competitors have
higher limit values, which could undermine the competitiveness of companies operating in
markets characterised by high price sensitivity. However, the potential consequences are
mitigated by several factors, including the limited incremental costs for companies and the
non-international nature of some of the markets concerned.

4, BUDGETARY IMPLICATIONS

The proposal does not require additional budget and staff resources for the EU budget or
bodies set up by the EU.

5. OTHER ELEMENTS
. Implementation plans and monitoring, evaluation and reporting arrangements

The core indicators used when monitoring the impacts of this Directive are: (i) the number of
occupational diseases and work-related ill-health cases in the EU; and (ii) the reduction of
costs related to occupational diseases for businesses and social-security systems in the EU.

Monitoring of the first indicator is based on: (i) available data collected by Eurostat; (ii) data
notified by employers to the competent national authorities on occupational diseases; and (iii)
data submitted by Member States in their national implementation reports in accordance with
Article 17a of Directive 89/391/EEC. The monitoring of the second indicator requires the
comparison of the estimated data on the burden of occupational disease in terms of economic
loss and health care costs against the data subsequently collected on these matters after the
revision is adopted.

The productivity loss and the healthcare costs can be calculated using the number of
occupational disease cases.
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Compliance with the amended provisions’ transposition will be assessed in two stages
(transposition and conformity checks). The Commission will evaluate the proposed
amendment’s practical implementation as part of the periodical evaluation it must carry out
pursuant to Article 17a of the OSH Framework Directive. Application and enforcement will
be monitored by national authorities, in particular by national labour inspectorates.

At EU level, the Senior Labour Inspectors’ Committee (SLIC) informs the Commission of
any practical problems relating to the enforcement of the CMRD and CAD, including
difficulties regarding compliance with binding limit values.

Collecting reliable data in this area is complex. Therefore, the Commission and the European
Agency for Safety and Health at Work (EU-OSHA) are actively working on improving data
quality and availability, so that the proposed initiative’s actual impact can be measured more
accurately, and additional indicators can be developed.

Ongoing projects generating useful data include cooperation with national authorities on the
European Occupational Diseases Statistics data collection'. Legislative action needs to be
followed by effective implementation in the workplace. Companies can use the broad range of
tools, information and good practices provided by EU-OSHA as part of the Healthy
Workplaces Campaign on dangerous substances’.

The existing guidance documents or examples of good practice could be revised and re-
disseminated in cooperation with the EU-OSHA and/or the ACSH and its relevant working
party. This could also include launching awareness raising campaigns for employers and
workers alike on the prevention of risks arising from workers’ exposure to lead and
diisocyanates. In addition, industry could be encouraged to revise guidance material used to
support their voluntary initiatives.

EU-OSHA is currently developing guidance on the use of biomonitoring in the workplace.
This will be general guidance and not specific to lead, though the general principles will be
relevant and helpful. The guidelines could help Member States and employers, especially
SMESs, to implement biomonitoring and health surveillance programmes that support the
implementation of the provisions of this proposal, to achieve the highest level of protection.

. Explanatory documents (for directives)

Member States must send the Commission the text of national provisions transposing the
CMRD and CAD and a correlation table between those provisions and the CMRD and CAD.
Unambiguous information on the transposition of the new provisions is needed to ensure
compliance with the minimum requirements laid down by this proposal.

https://ec.europa.eu/eurostat/web/experimental-statistics/european-occupational-diseases-statistics
The campaign pursued several objectives, including raising awareness on the importance of preventing

risks from dangerous substances, promoting risk assessment, heightening awareness of risks of
exposure to carcinogens at work, and increasing knowledge of the legislative framework. The campaign
ran in 2018-2019. One of its features is a database of guidance and good practices available at

https://osha.europa.eu/en/themes/dangerous-substances/practical-tools-dangerous-substances.
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Because of the above, it is suggested that Member States notify the Commission of their
transposition measures by providing one or more documents explaining the relationship
between the components of the CMRD and CAD and the corresponding parts of national
transposition instruments.

. Detailed explanation of the specific provisions of the proposal

Article 1

Article 1 provides for the amendment of the CMRD, in particular its Annex III and Annex Illa
with regard to updating the OEL and BLV for lead.

It is proposed that Annex III be amended as regards lead, requiring employers to ensure that
no worker is exposed to an OEL higher than 0.03 mg/m® as an 8-hour time-weighted average
(TWA). It is also proposed that Annex IIla be amended as regards the BLV for lead, ensuring
that no worker is exposed to a BLV higher than 15 pg/100ml blood.

Article 2

Article 2 provides for the amendment of the CAD, in particular its Annex I, by setting an OEL
for diisocyanates that should not exceed 6 pg/m3, accompanied with an associated STEL
equal to 12 pg/m® and a dermal and respiratory sensitisation notation as well as a skin
notation. A transitional value of 10 pg/m3 with an associated STEL equal to 20 pg/m3 should
apply until 31 December 2028 due to technical measurement feasibility and the time needed
to implement risk management measures in particular in downstream sectors.

Ensuring legal certainty and clarity at the same time requires the removal of the specific OEL
for lead in Annex I to the CAD and its specific BLV, by amending Annex II to the CAD. This
is because both the OEL and BLYV for lead will be established at a revised lower level in the
more specific provision of the CMRD.

Articles 3to 5

Articles 3 to 5 contain provisions on transposition into the Member States’ national law.
Article 3 lays down the date of entry into force of the proposed directive.
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2023/0033 (COD)
Proposal for a
DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

amending Council Directive 98/24/EC and Directive 2004/37/EC of the European
Parliament and of the Council as regards the limit values for lead and its inorganic
compounds and diisocyanates

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular
Article 153(2), point (b), in conjunction with paragraph 1, point (a), thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,
Having regard to the opinion of the European Economic and Social Committee,
Having regard to the opinion of the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure,

Whereas:

(1)  The scope of Directive 2004/37/EC of the European Parliament and of the Council?,
was extended by Directive (EU) 2022/431 of the European Parliament and of the
Council!, to cover also reprotoxic substances, including lead and its inorganic
compounds. As a result, both Council Directive 98/24/EC°, Annexes I and II to which
already cover that chemical agent and its compounds, and Directive 2004/37/EC
establish the same occupational exposure limit value and biological limit value for
lead and its inorganic compounds. Those limit values do not take into account the
latest scientific and technical developments and findings enabling the strengthening of
workers’ protection against the risk arising from occupational exposure to that
dangerous reprotoxicant, as also confirmed by the results of an evaluation carried out
in accordance with Article 17a of Council Directive 89/391/EEC®.

3 Directive 2004/37/EC of the European Parliament and of the Council of 29 April 2004 on the protection
of workers from the risks related to exposure to carcinogens or mutagens at work (Sixth individual
Directive within the meaning of Article 16(1) of Council Directive 89/391/EEC) (OJ L 158, 30.4.2004,
p. 50).

4 Directive (EU) 2022/431 of the European Parliament and of the Council of 9 March 2022 amending
Directive 2004/37/EC on the protection of workers from the risks related to exposure to carcinogens or
mutagens at work (OJ L 88, 16.3.2022, p. 1).

> Council Directive 98/24/EC of 7 April 1998 on the protection of the health and safety of workers from

the risks related to chemical agents at work (fourteenth individual Directive within the meaning of

Article 16(1) of Directive 89/391/EEC) (OJ L 131, 5.5.1998, p 11).

Council Directive 89/391/EEC of 12 June 1989 on the introduction of measures to encourage

improvements in the safety and health of workers at work (OJ L 183, 29.06.1989, p.1).
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(3

4

(5)

(6)

Pursuant to its Article 1(3), Directive 98/24/EC is to apply to carcinogens, mutagens
and reprotoxic substances at work without prejudice to more stringent or specific
provisions set out in Directive 2004/37/EC. To ensure legal certainty and avoid
ambiguities and possible confusion over the applicable limit values for lead and its
inorganic compounds, those Directives should be amended. This will provide for a
revised binding occupational exposure limit value and biological limit value in
Directive 2004/37/EC only, more specifically its Annexes III and IIla containing more
specific provisions on reprotoxic substances such as lead and its inorganic compounds.
Therefore, the specific provisions setting the occupational exposure limit value for
lead and its inorganic compounds in Annex I to Directive 98/24/EC and a biological
limit value for lead and its ionic compounds in Annex II to Directive 98/24/EC should
be deleted.

New and revised limit values should be set out in light of available information,
including up-to-date scientific evidence and technical data, based on a thorough
assessment of the socioeconomic impact and availability of exposure measurement
protocols and techniques at the place of work.

In accordance with the recommendations of the Committee for Risk Assessment of the
European Chemicals Agency, established by Regulation (EC) No 1907/2006 of the
European Parliament and of the Council’, and the Advisory Committee on Safety and
Health at Work, limit values for the inhalation route of exposure are usually
established in relation to a reference period of an 8-hour time-weighted average (long-
term exposure limit values). For certain chemicals, limit values are also set with
reference to a shorter reference period, in general a 15-minute time-weighted average
(short-term exposure limit values) in order to limit, to the extent possible, the effects
arising from short-term exposure.

To ensure a more comprehensive level of protection, it is also necessary to consider
absorption pathways other than inhalation for diisocyanates, including the possibility
of uptake through the skin. Further notations for hazardous substances and mixtures
are laid down in Regulation (EC) No 1272/2008 of the European Parliament and of the
Council®.

Lead and its inorganic compounds are key occupational reprotoxicants that can affect
both fertility and the development of the foetus and meet the criteria for classification
as toxic for reproduction (category 1A) in accordance with Regulation (EC)
No 1272/2008 of the European Parliament and of the Council and are therefore a
reprotoxic substances within the meaning of Article 2, point (ba), of Directive
2004/37/EC.

Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006
concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH),
establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council
Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council
Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and
2000/21/EC (0OJ L 396, 30.12.2006, p. 1.)

Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on
classification, labelling and packaging of substances and mixtures, amending and repealing Directives
67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006 (OJ L 353, 31.12.2008, p.

1).
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(8)

)

(10)

Oral and inhalation exposure are both relevant routes for the uptake of lead and its
inorganic compounds into the human body. Taking into account the most recent
scientific data and new findings with regard to lead and its inorganic compounds, it is
necessary to improve the protection of workers exposed to a potential health risk, by
reducing both the occupational exposure and biological limit values for lead.
Therefore, a revised biological limit value equal to 15 pg/100ml blood, accompanied
by a revised occupational exposure limit value equal to 0.03 mg/m”® as an 8-hour time-
weighted average (TWA) should be established.

Moreover, to strengthen the health surveillance of workers exposed to lead and its
inorganic compounds and thus contribute to the prevention and protection measures to
be undertaken by the employer, it is necessary to amend the existing requirements that
apply when workers are exposed to certain levels of lead and its inorganic compounds.
To that end, detailed medical surveillance should be required when exposure to lead
and its inorganic compounds exceeds 0.015 mg/m? in air (50% of current OEL) or 9
1g/100ml blood (approx. 60% of the current BLV).

Specific measures should be put in place with regard to risk management, including
specific health surveillance that should take into consideration the circumstances of
individual workers. Under the general requirements of Directive 2004/37/EC,
employers are obliged to ensure the substitution of the substance when technically
possible, the use of closed systems, or the reduction of exposure to as low as
technically possible. In addition, as suggested in the opinion of the Advisory
Committee on Safety and Health at Work®, the blood level of lead and its inorganic
compounds in women of childbearing age should not exceed the reference values of
the general population not occupationally exposed to lead and its inorganic
compounds in the respective Member State. The Committee for Risk Assessment
(RAC) of the European Chemicals Agency (ECHA), established by Regulation (EC)
No 1907/2006 of the European Parliament and of the Council'’, advised the use of a
biological guidance value (BGV) as there was insufficient scientific evidence to set a
BLV for women of childbearing age. When national reference levels are not available,
blood levels of lead and its inorganic compounds in women of childbearing age should
not exceed the BGV of 4.5 pg/100ml, as recommended by the opinion of the RAC".
The BGV is an indicator of exposure but not of identifiable adverse health effects.
Therefore, it acts as a sentinel marker to alert employers on the need to pay specific
attention to this specific potential risk and to introduce measures to ensure that any
exposure to lead and its inorganic compounds does not result in adverse
developmental health effects in the foetus or offspring of female workers.

Diisocyanates are skin and respiratory sensitisers (asthmagens) that can have harmful
respiratory health effects such as occupational asthma, isocyanate sensitisation and

10

11

ACSH opinion on lead (2021). https://circabc.europa.eu/ui/group/cb9293be-4563-4£19-89cf-

4c4588bd6541/library/60b206e1-ee10-40c2-9540-fb6510c11a0c/details
Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006

concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH),
establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council
Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council
Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and
2000/21/EC (OJ L 396, 30.12.2006, p. 1.)

On the evaluation of the occupational exposure limits for lead and its compounds, delivered on 11 June
2020. (See section 8.2.4. of the annex to the opinion).

https://echa.europa.eu/documents/10162/ed7a37e4-1641-b147-aaac-fce4c3014037
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(11)

(12)

(13)

(14)

(15)

(16)

bronchial hyper-responsiveness, as well as dermal occupational disease. They are
considered as hazardous chemical agents within the meaning of Article 2, point (b), of
Directive 98/24/EC and thus fall within its scope. Currently there is no binding
occupational exposure limit value or short-term exposure limit value for diisocyanates
at Union level.

It is not scientifically possible to identify levels below which exposure to
diisocyanates would not lead to adverse health effects. Instead, an exposure-risk
relationship can be established, facilitating the setting of an occupational exposure
limit by taking into account an acceptable level of excess risk. As a consequence, limit
values for diisocyanates should be established in order to reduce the risk by lowering
exposure levels. It is therefore possible, based on the available information, including
scientific and technical data, to set a long-term and short-term limit value for that
group of chemical agents.

Diisocyanates can be absorbed through the skin and exposure to diisocyanates at the
place of work may also result in dermal sensitisation and sensitisation of the
respiratory tract. It is therefore appropriate to establish an occupational exposure limit
of 6 pg/m? and a short-term exposure limit of 12 pg/m3 for this group of chemical
agents and to assign a skin, dermal and respiratory sensitisation notation to it.

It may be difficult to comply with an occupational exposure limit equal to 6 pg/m3 for
diisocyanates, accompanied by an associated short-term exposure limit equal to 12
pg/mé. This difficulty is due to technical measurement feasibility issues and the time
needed to implement risk management measures in particular in downstream sectors
involving activities such as applications of paints, work with lead metal, demolition,
repair and scrap management, other waste management and soil remediation.
Therefore, a transitional value of 10 pg/m? with an associated short-term exposure
limit equal to 20 pg/m3 should apply until 31 December 2028.

The Commission has consulted the Committee for Risk Assessment) which provided
opinions on both substances. The Commission has carried out a two-stage consultation
of management and labour at Union level in accordance with Article 154 of the
Treaty. It has also consulted the Advisory Committee on Safety and Health, which
adopted opinions regarding the revision of the limit values for lead and its inorganic
compounds' and establishment of an occupational limit value for diisocyanates™, with
recommendations for appropriate notations.

The limit values established in this Directive should be kept under regular scrutiny and
review to ensure consistency with Regulation (EC) No 1907/2006.

The objective of this Directive, namely to protect workers against risks to their health
and safety arising from or likely to arise from exposure to chemical agents and
reprotoxic substances at work, including the prevention of such risks, cannot be
sufficiently achieved by the Member States acting alone. Rather, by reason of its scale
and effects, it can be better achieved at Union level. Therefore, the Union may adopt
measures, in accordance with the principle of subsidiarity as set out in Article 5 of the
Treaty on European Union. In accordance with the principle of proportionality, as set

12
13

See footnote 8.

ACSH opinion on diisocyanates (2021) https://circabc.europa.eu/ui/group/cb9293be-4563-4£19-89cf-
4c4588bd6541/library/0d11d394-b1e8-4ela-a962-5ad60f4ab2ae/details
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(17)

(18)

out in that Article, this Directive does not go beyond what is necessary to achieve that
objective.

Since this Directive concerns the protection of the health and safety of workers at the
place of work, it should be transposed within two years of the date of its entry into
force.

Directives 98/24/EC and 2004/37/EC should therefore be amended accordingly.
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HAVE ADOPTED THIS DIRECTIVE:

Article 1
Directive 98/24/EC is amended as follows:
(1) Annex I is amended in accordance with Annex I to this Directive;

(2) in Annex II, points 1, 1.1, 1.2 and 1.3 are deleted.

Article 2
Annexes III and IIla to Directive 2004/37/EC are amended in accordance with Annex II to
this Directive.
Article 3

Member States shall bring into force the laws, regulations and administrative provisions
necessary to comply with this Directive within two years of the date of entry into
force of this Directive at the latest. They shall immediately inform the Commission
thereof.

When Member States adopt those measures, they shall contain a reference to this Directive or
be accompanied by such a reference on the occasion of their official publication. The
methods of making such reference shall be laid down by Member States.

Member States shall communicate to the Commission the text of the main measures of
national law which they adopt in the field covered by this Directive.

Article 4

This Directive shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

Article 5
This Directive is addressed to the Member States.

Done at Brussels,

For the European Parliament For the Council
The President The President
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ANNEX 1
Annex I to Directive 98/24/EC is replaced by the following:

‘ANNEX 1
LIST OF BINDING OCCUPATIONAL EXPOSURE LIMIT VALUES

Limit values

Dermal and
respiratory
sensitisation

)

8 hours (%) Short-term
Name of EC Nol CAS @) Notation Transitional
agent (") |No (*)|pg/m?| Ppm| f/ml |pg/m?®| ppm measures
¢ | OO
Diisocyanates 6 12 Skin (%) The limit value

of 10 pg/m’ in
relation to a
reference period
of eight hours
and a short-term
exposure  limit
value of
20 pg/m®  shall
apply until 31

December 2028.

() EC No, i.e., Einecs, ELINCS or NLP, is the official number of the substance within the
European Union, as defined in Section 1.1.1.2 in Annex VI, Part 1, to Regulation (EC) No

1272/2008.

(*) CAS No: Chemical Abstract Service Registry Number.

(®) Measured or calculated in relation to a reference period of eight hours time-weighted
average (TWA).

() Short-term exposure limit (STEL). A limit value above which exposure should not occur
and which is related to a 15-minute period unless otherwise specified.

(®) pg/m® = micrograms per cubic metre of air.

(®) ppm = parts per million by volume in air (ml/m3).

(') f/ml = fibres per millilitre.

(®) The substance can cause sensitisation of the skin.

(®) The substance can cause sensitisation of the skin and of the respiratory tract.’.
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ANNEX I1
Annexes IIT and I11a to Directive 2004/37/EC are amended as follows:

(D) in Annex III, point A,
the row related to inorganic lead and its compounds is replaced by the following:

<

Limit values

8 hours (%) Short-term (%) N Transitional
EC No| CAS otat ransitiona
Name of agent ) |No @) mg/m’*|Ppm| f/ml [mg/m? ppm | f/ml| jop measures
A {OLO
Inorganic lead 0.03
and its
compounds

() EC No, i.e. Einecs, ELINCS or NLP, is the official number of the substance within the
European Union, as defined in Section 1.1.1.2 in Annex VI, Part 1, to Regulation (EC) No
1272/2008.

(*) CAS No: Chemical Abstract Service Registry Number.

(®) Measured or calculated in relation to a reference period of eight hours time-weighted
average (TWA).

() Short-term exposure limit (STEL). A limit value above which exposure should not occur
and which is related to a 15-minute period unless otherwise specified.

(®) mg/m3 = milligrams per cubic metre of air at 20 °C and 101,3 kPa (760 mm mercury
pressure).

(® ppm = parts per million by volume in air (ml/m3).

() f/ml = fibres per millilitre.’;

2 Annex IIla is replaced by the following:

‘ANNEX IIla
BIOLOGICAL LIMIT VALUES AND HEALTH SURVEILLANCE MEASURES
(Article 16(4))
Lead and its ionic compounds

Biological monitoring must include measuring the blood-lead level (PbB) using absorption
spectrometry or a method giving equivalent results. The binding biological limit value is:

15 pg Pb/100 ml blood (!

Medical surveillance is carried out if exposure to a concentration of lead in air is greater than
0,015 mg/m?, calculated as a time-weighted average over 40 hours per week, or a blood-lead
level greater than 9 pg Pb/100 ml blood is measured in individual workers.
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(") It is recommended that the blood lead level in women of childbearing age does not exceed
the reference values of the general population not occupationally exposed to lead in the
respective EU Member State. When national reference levels are not available, it is
recommended that blood lead levels in women of childbearing age do not exceed the
Biological Guidance Value of 4.5 pg/100ml.’

EN
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A. Need for action
Why? What is the problem being addressed?

This initiative addresses occupational ill-health caused by two groups of chemicals, lead and its
inorganic compounds (hereinafter ‘lead’), and diisocyanates. The regulation of lead in occupational
settings falls under the scope of the Carcinogens, Mutagens and Reprotoxic Substances Directive
(CMRD) (Directive 2004/37/EC), following an agreement in March 2022 between the European
Parliament and Council to expand the scope of the Carcinogens and Mutagens Directive 2004/37/EC
(CMD) to include reprotoxic substances. The binding biological limit value (BLV"') and occupational
exposure limit (OEL?) for lead under the CMRD were first introduced in 1982 under a specific
directive on lead, and have not been updated since. The regulation of diisocyanates falls under the
Chemical Agents Directive (CAD) (Directive 98/24/EC). There is currently no EU OEL or short-term
exposure limit value (STEL?) for diisocyanates.

Lead is a key occupational reprotoxicant that can affect sexual function and fertility and the
development of the foetus or offspring (developmental toxicity)®. It can also have harmful health
effects such as neurotoxicity, renal toxicity, cardiovascular effects, and haematological effects. Lead
accounts for around half of all occupational exposures to reprotoxic substances and associated cases of
reproductive ill-health®. The risk of exposure to lead occurs in mining and primary processing and
subsequent use in products such as batteries, and due to its historical uses in renovations, waste
collection, recycling and remediation. Since the primary routes of exposure are inhalation and hand-to-
mouth transmission and ingestion, lead concentrations in blood are the best exposure metric, as they
cover both exposure routes. Between 50 000 and 150 000 workers in the EU27 are exposed to lead,
and around 300 cases of ill-health occur annually due to past occupational exposure. One of the aims
in the green and digital transition is to reduce emissions from cars by 55% by 2030 and eliminate
emissions from new cars by 2035, while setting a target of 13 million low- and zero-emission vehicles
by 2025° In this context, the desire to increase the use of electric transportation and of batteries in
electricity grids may result in an increased use of lead (estimated annual growth of 25%), and
therefore, in additional occupational exposures.

Diisocyanates are skin and respiratory sensitisers (asthmagens) that can have harmful respiratory
health effects such as occupational asthma, isocyanate sensitisation and bronchial
hyperresponsiveness, as well as dermal occupational disease®. This can happen both after acute and
long-term exposure. Occupational factors account for 9-15% of asthma cases in adults of working age.

! BLV means the limit of the concentration in the appropriate biological medium of the relevant agent, its
metabolite, or an indicator of effect.

2 ‘OEL means the limit of the time-weighted average of the concentration of a chemical agent in the air within
the breathing zone of a worker in relation to a specified reference period, normally 8 hours.

® Diisocyanate substances have a common mechanism of inducing hypersensitivity mechanisms. Therefore, a
group approach is supported by the European Chemicals Agency’s (ECHA) Risk Assessment Committee (RAC)
to cover a broad range of individual diisocyanate substances.

* The reproductive health toxicity of inorganic lead compounds is due to their lead content. Therefore, a group
approach is supported by the RAC to cover a broad range of individual lead containing substances.

* https://ec.europa.eu/social/main.jsp?catld=738&langld=en&publd=8220&furtherPubs=yes

¢ https://ec.europa.eu/info/strategy/priorities-2019-2024/european-green-deal/delivering-european-green-deal _en
https://ec.europa.eu/commission/presscorner/detail/en/fs 19 6726
?WEF A Vision for a Sustainable Battery Value Chain in 2030 Report.pdf (weforum.org)

® Diisocyanate substances have a common mechanism of inducing hypersensitivity mechanisms. Therefore, a
group approach is supported by RAC to cover a broad range of individual diisocyanate substances.
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The number of annual cases of diisocyanate-related occupational asthma in the EU range from 2 350
to 7 269 cases’ '° ',

Occupational exposure to diisocyanates occurs primarily in the manufacturing of polyurethane as
solids and foams, plastics, coatings, varnishes, two-pack paints, and adhesives. These products are
widely used in construction, vehicle repairs, general repairs and the manufacturing of textiles,
furniture, motor vehicles and other means of transport, domestic appliances, machinery, and
computers. An estimated 42 million workers are exposed to diisocyanates. Actions taken as part of the
European Green Deal’s Renovation Wave to increase the thermal insulation of the built environment
could increase the risk of exposure to diisocyanates.

In case of no action at EU level, based on current exposure data around 298 cases of ill-health and 36
cases of developmental toxicity are predicted annually. Over 40 years, this would mean 12 000 cases
of lead-related ill-health and 1 400 cases of developmental toxicity for a workforce of 98 850. As for
diisocyanates, 5000 cases of asthma and 1 300 cases of irritation (e.g. of the skin, mucous
membranes, eyes, and the respiratory tract) are estimated to occur annually. The health costs in the
EU27 over 40 years would amount to EUR 612.7 million (present value) for lead-related exposure, to
EUR 7.2 billion for asthma and to EUR 10.4 million for irritation, as a consequence of exposure to
diisocyanates.

What is the initiative expected to achieve?

The overarching objective of this initiative is to further strengthen workers’ right to a high level of
protection of their health and safety at work by reducing occupational exposure to lead and
diisocyanates. This initiative will pursue the following specific objectives:

1. to enhance the effectiveness of the occupational exposure and biological limit values for lead
under the CMRD on the basis of scientific and technical knowledge;

2. to enhance the effectiveness of the CAD by introducing limit values for diisocyanates;

3. to achieve a more balanced and effective protection of workers across the EU against lead and
diisocyanates thereby contributing to a reduction in the burden of occupational ill-health.

What is the added value of action at EU level?

The current EU limit values of an OEL of 0.150 mg/m? and a BLV of 70 pg/100 ml blood have not
been updated for more than 40 years, meaning that workers in the EU are currently subject to different
levels of protection against exposure to lead. Member States have reduced exposure to varying
degrees. At present, 15 Member States have an OEL equal or lower than the EU value, with the
figures ranging from 0.05 mg/m? up to 0.15 mg/m? (the current OEL under CMRD).

For diisocyanates, three Member States have a general OEL, and several have different OELs for
some, but not all diisocyanates. 17 have a STEL.

Revising the CMRD and the CAD will bring the same minimum standards across all Member States,
while they will remain free to set stricter levels. This will lead to greater harmonisation, thus
contributing to a better protection of workers, especially from diisocyanates. This will also contribute
to a more level playing field for businesses across the EU and will likely result in a fairer distribution

 Work-related asthma in Great Britain 2021 (hse.gov.uk)
1% Occupational Exposure to Diisocyanates in the European Union | Annals of Work Exposures and Health
Oxford Academic (oup.com)

! As per footnote 8 - RPA study 2021 (external study supporting the impact assessment).
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and reduction of healthcare costs for the different Member States. It also eliminates the need for
Member States to conduct their own scientific analyses, with likely substantial savings on
administrative costs. Amending the CAD and CMRD can only be done at EU level.

B. Policy options

What legislative and non-legislative policy options have been considered? Is there a preferred
choice or not? Why?

Several scenarios have been assessed considering the scientific assessment carried out by the
European Chemicals Agency’s (ECHA) Risk Assessment Committee (RAC), the opinions from the
Advisory Committee for Safety and Health at Work (ACSH), as well as the OELs, BLVs and STELs
in place in the different Member States. The scientific evaluation provides a solid evidence base, while
the ACSH opinions, which consider also socio-economic and feasibility aspects, provide important
information regarding the successful implementation of the revised and new limit values.

For lead, four options for a BLV (ng/100 ml) were considered during the impact assessment: 70
(baseline), 20, 15, and 4.5. It is not possible to establish a clear numerical correlation between levels of
lead in air to which workers are exposed and the subsequent levels of lead in their blood. Therefore, it
is not possible to identify OEL options and independently assess their impacts with any degree of
certainty. However, a numerical value for a revised OEL is presented based on the views of key
stakeholders in the ACSH opinion.

For diisocyanates, the following options for an OEL (pg NCO/m®) were considered: no level
(baseline), 10, 6 and 3, together with a STEL. Based on its scientific evaluation including the exposure
risk relationship, RAC recommended that the STEL should not exceed 6 pg/m?® NCO and that it should
be no more than two times the OEL.

Based on a thorough impact assessment, a BLV for lead of 15 pg/100ml blood, accompanied by an
OEL of 0.03mg/m? as an 8-hour time weighted average (TWA) were chosen as the preferred options.
For diisocyanates, an OEL of 6pg/m® with a STEL of 12 pg/m® and a dermal and respiratory
sensitisation notation and skin notation are the preferred options. Moreover, for diisocyanates, a
transitional value of 10pg/m?® with a STEL of 20pg/m?® should apply until 31 December 2028. These
represent the best scenarios in terms of effectiveness, efficiency and coherence.

Who supports which option?

The formal two-stage social partner consultation confirmed the need to revise the current BLV and
OEL for lead and to propose an OEL and STEL for diisocyanates. In their opinion of November 2021,
all three Interest Groups of the ACSH supported the need to revise downwards the limit values for
lead and to introduce limit values for diisocyanates. While the preferred option for lead has the support
of the Employers’ Interest Group and Governments’ Interest Group, the Workers’ Interest Group
supported lower values. The preferred option for diisocyanates is fully supported by all three interest
groups in the ACSH.

C. Impacts of the preferred option
What are the benefits of the preferred options?

For lead, thanks to this initiative, 10 500 cases of ill-health could be prevented, with a monetised
health benefit ranging between EUR 160 and 250 million over the next 40 years. For diisocyanates, a



lack of data means that it is not possible to quantify benefits for workers, but there is strong agreement
between stakeholders, including social partners, that a STEL would reduce the number of ill-health
cases.

The proposed action will, among others, reduce the suffering of workers and their families and lead
them to enjoy longer, better quality and more productive lives. It can also make the sectors more
attractive, making it easier to recruit workers and increase productivity.

What are the costs of the preferred options?

Actions to adjust working practices (risk management measures, health surveillance, monitoring and
training) to comply with the new values will result in increased costs for companies. The estimated
cost of the preferred options is overall bearable for businesses. For lead, the costs would amount to
EUR 30000 per company over 40 years (less than 1% of their turnover). For diisocyanates, a
company would have to spend EUR 6 000 over 40 years, which would not represent a significant share
of their turnover either. Since these are sectors with a high degree of competition, impacts on
consumers are expected to be limited.

How will businesses, SMEs and micro-enterprises be affected?

Businesses will benefit from updated limit values for lead and from the introduction of an OEL for
diisocyanates, as this will simplify provisions for compliance across Member States, and it will
eliminate the need to conceive and apply tailored measures in each Member State. This will especially
benefit companies operating across Member States. Such companies will also benefit from improved
labour productivity, lower costs of sick leave and other costs related to the replacement of workers.
These benefits would be between EUR 5 million and EUR 6 million in the EU27 over 40 years. Since
99% of companies working with lead and diisocyanates in the EU are SMEs, the impacts identified in
this report apply to them too.

Will there be significant impacts on national budgets and administration?

Additional administrative and enforcement costs that might be incurred by enforcing authorities are
not expected to be significant. The reduction of ill-health cases will contribute to mitigating financial
losses as burdens to social security and health care systems are reduced. The estimated savings for
public authorities are around EUR 100 million for lead over 40 years, which outweighs the costs (EUR
500 000). For diisocyanates, public administrations in the EU will have to incur one-off costs of
around EUR 970 000, also expected to be offset by the benefits (EUR 1 750 000).

Will there be other significant impacts?

The preferred options will have a positive impact on fundamental rights, especially with regard to
Article 2 (right to life), and Article 31 (right to fair and just working conditions which respect their
health, safety and dignity) of the Charter of Fundamental Rights of the European Union.

Moreover, this proposal will contribute positively to the Sustainable Development Goals on good
health and well-being (SDG 3) and decent work and economic growth (SDG 8). A positive impact is
also expected on SDG 9 on industry, innovation and infrastructure and SDG 12on responsible
production and consumption.

D. Follow-up

When will the policy be reviewed?



The effectiveness of the proposed revisions of the CMRD and the CAD will be measured as part of of
the evaluation of the EU Occupational Safety and Health Directives as set out in Article 17a of
Directive 89/391/EEC.
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