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Registration update 

ECHA database on registered substances 
to date: 

contains 4,209 unique substances 

contains information from 25,149 
Registration dossiers 

You can search at: 
http://echa.europa.eu/web/guest/informat
ion-on-chemicals/registered-substances 
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Registration update 

Next registration deadline is 31st May 
2013 (>100t/yr) 

ECHA has published the list of substances 
to be registered 

Currently 2300 subs on list 

Useful for checking whether your 
substance(s) will be registered 

Again, you can check at: 
http://echa.europa.eu/web/guest/information-
on-chemicals/registered-substances/identified-
substances-for-registration-in-2013 
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Evaluation 

3 processes involved: 

Compliance check of dossiers: ECHA quality 
check of registration dossiers 

Examination of testing proposals submitted 
by registrants: ECHA evaluates proposals to 
conduct Annex IX and X tests 

Substance evaluation: MSCAs evaluate all 
registration dossiers for a certain substance(s) to 
evaluate whether their use poses a risk to human 
health or environment 



Evaluation/CoRAP contd. 

Risk based concern: starting point for subs 
evaluation (hazard & exposure)  

Substances subject to subs evaluation are listed 
on Community Rolling Action Plan (CoRAP) 
covering 3 yr period  

1st CoRAP expected to be published on ECHAs 
website end Feb. 

Will list substances to be evaluated in 2012, 2013 
& 2014, initial concerns identified & MSCA 

CoRAP updated every year 

Draft version published  

 

 

 



Evaluation/CoRAP 

Publication of CoRAP = start 12 month evaluation 
period for MSCAs  

Once evaluation completed, MSCA can: 

draft decision requesting further info from registrant 

decide sufficient info to conclude there is concern & 
proceed to risk management (harmonised C&L, 
Authorisation, Restriction, OEL, etc) or 

conclude sufficient information to conclude there is no 
concern 

Further info requested: MSCA evaluates - can 
decide to proceed to RMM or conclude there is no 
concern 
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Authorisation process 

 



How to keep track..... 

Look up Registry of Intentionson Addressing 
chemicals of concern on ECHA website 

 

 

 



RoI SVHCs: Intentions 



PFOA on “current intentions” 



Keep track: submitted 

proposals.. 



Submitted Intentions 



2-methoxyaniline – on C. List 



Candidate List 

Currently 73 substances on the 
Candidate List 

Last updated 19th Dec 2011 

Found at: 
http://echa.europa.eu/web/guest/ca
ndidate-list-table 
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Prioritisation for Authorisation 

13 more substances are on a prioritisation list – 
proposed for Annex XIV: 

Trichloroethylene   

Chromium (VI) compounds: Chromium trioxide, 
Acids generated from chromium trioxide & 
oligomers, Sodium dichromate, Potassium 
dichromate, Ammonium dichromate, Potassium 
chromate, Sodium chromate 

Cobalt (II) compounds: Co(II) sulphate, Co 
dichloride, Co(II) dinitrate, Co (II) carbonate, 
Co(II) diacetate 

 



Authorisation 
8 SVHC added to Annex XIV on 14th Feb  

All carcinogenic and/or toxic for reproduction 

diisobutyl phthalate (DIBP) 

diarsenic trioxide 

diarsenic pentaoxide 

lead chromate 

lead sulfochromate yellow (CI Pigment Yellow 34) 

lead chromate molybdate sulphate red(Pigment Red104) 

tris (2-chloroethyl) phosphate (TCEP) 

2,4-dinitrotoluene (2,4-DNT) 

Currently 14 substances on Annex XIV subject to 
authorisation for use 

 



Authorisation 



Authorisation - Help 

Pre-submission information sessions with ECHA 
available to future applicants for authorisation 

Provides opportunity to clarify regulatory & 
procedural issues related to application process 

One-to-one sessions would take place no later 
than 6 months before submission of application 

Webform available to request session (at least 8 
months prior to submission) 
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Restriction process 

 



How to keep track.... 



Current Intentions... 



1,4-dichlorobenzene proposal 



Keep track of submitted 
proposals.... 



13 submitted proposals 



Hg in measuring devices 



Under consideration... 





Comitology register 



Restrictions: Annex XVII 

Annex XVII updated to take account of: 

CMR substances newly classified under CLP 
Regulation  

applies to Entries 28-30 of Annex XVII, which prohibit 
sale to general public of CMR substances categories 1A 
& 1B or mixtures containing them in certain conc. 

Boron compounds used as household detergents 
and cleaners e.g. sodium perborate  

time-limited derogation applies until 1st June 2013 

Regulation (EU) No. 109/2012: EIF 1st June 2012 
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Safety Data Sheets 

All SDSs must comply with 
Regulation (EU) No. 453/2010 from 
1st December 2012 

Time now to ensure that updates are 
being prepared 31 Nov 

2012 
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CLP 

Currently all substances being placed 
on the market since 1st Dec 2010, 
must be labelled according to CLP 

SDSs for these substances 

Mixtures still to CPL until 1st June 
2015 



C&L Inventory 

Published! 

Database: classification & labelling 
information on notified & registered 
substances received from manufacturers & 
importers through C&L notifications or 
registration dossiers 

ECHA maintains Inventory, but does not 
verify the accuracy of the information 

http://echa.europa.eu/web/guest/informat
ion-on-chemicals/cl-inventory-database 
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C&L Inventory 

1st version of inventory contains: 

IUPAC* name (& EC name where available) 

all C&L elements from all notifications 

Following information is not included in 
Public C&L Inventory: 

contact details of notifier 

composition & impurity profile of substances 

Factsheet available 
*In certain cases, the IUPAC name may fall under 

confidentiality claim and therefore is not published. 



Public C&L inventory 







Harmonised C&L (CLH) 

 



How to keep track.... 



36 proposed intentions.. 



Proposed CLH.... 



Submitted proposals.. 



170 submitted! 



Fyrolflex 
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L&P Guidance 

Look up Support tab on ECHA 

http://echa.europa.eu/documents/10
162/17217/clp_labelling_en.pdf 
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ATP Update 

  

 

ATP Regulation Published EIF Topic 

2nd ATP (EC) No 
286/2011 

30th March 
2011 

1st Dec 
2012 

Align to 3rd 
edition GHS 

3rd ATP (EC) No 
XXX/2012 

XX May 2012 XX June 
2013 

Update Annex 
VI ( HCL)  

4th ATP (EC) No 
XXX/2012 

XX Nov 2012 XX Q1 
2013 

Align to 4th 
edition of GHS 

5Th ATP EC) No 
XXX/2012 

XX May 2013 XX June 
2014 

Update to 
Annex VI (HCL)  

http://eur-lex.europa.eu/JOHtml.do?uri=OJ:L:2011:083:SOM:EN:HTML
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Queries raised 

A brief overview of DNEL and DMEL – how they 
are derived, some of the terminology  

The differences between DNELs and OEL 

How DNELs are to be interpreted. Will they 
replace OELs? 

If there are OEL and DNELs on the SDS what is 
the exposure level OHs will be controlling to & 
which takes priority for compliance? 

 



Background/CSR 

For substances imported or manufactured at ≥10 
t/yr, registration dossier must contain a Chemical 
Safety Report (CSR) 

Annex I of REACH sets out how M/I (registrant) 
should assess risks related to substances & how 
this is documented in the CSR 

Principal element of CSR is description of 
exposure scenarios (ES) recommended for an 
identified use 

ESs contain risk management measures (RMM) 
which M/I recommends to downstream users 



Background/CSA 
CSA is conducted to define conditions of use under 
which risks can be controlled including operational 
conditions e.g. temperature & risk management 
measures e.g. use PPE 

Chemical Safety Assessment (CSA) involves: 

assessment of human health, physicochem, environmental 
hazards 

PBT/vPvB assessment 

If M/I concludes that substance is hazardous, CSA 
must include: 

exposure assessment 

risk characterisation 

 



Q1 

A brief overview of DNEL and DMEL – 
how they are derived, some of the 
terminology  

 



Where does DNEL fit in? 

Human health hazard assessment requires 
registrant to identify Derived No-Effect 
Level (DNEL) 

REACH Annex I (1.0.1) defines DNEL as 
“...level of exposure to a substance above 
which humans should not be exposed” 

 

 



How to derive a DNEL 



Deriving a DNEL 
A number of DNELs can be derived for a single 
substance, taking account of: 

likely routes of exposure 

Oral 

Dermal 

Inhalation 

duration & frequency of exposure (long-term, 
short-term) 

populations to be exposed (worker, consumer, 
man exposed via environment incl. certain sub-

populations such as children or pregnant women)  

Consider uses of subs & potential exposures 

 



Deriving DNEL 

Starting point: identification of dose descriptor 
(NO(A)EL/LOAEL)  

Modify, when necessary, the relevant dose 
descriptor(s) per endpoint to correct starting 
point 

Then apply assessment factors to take into 
account uncertainties & variability between test 
data & actual human exposure situation 

Use it for Risk Characterisation.... 



Risk characterisation 

In REACH risk characterisation is performed by 
deriving a Risk Characterisation Ratio (RCR)  

RCR = Exposure/DNEL 

RCR> 1: risk is not controlled 

RCR<1: risk is controlled 

 

In practice, DNELs can only be derived for 
endpoints where a threshold can be established & 
so a quantitative risk characterisation can be 
performed i.e. comparison of DNEL with exposure 
estimate ...so....  

 



DMEL 

....where DNELs cannot be derived for non-
threshold effects like mutagenicity & 
carcinogenicity (or for endpoints where data does 
not allow identification of DNEL e.g. Irritation, 
sensitisation), 2 approaches possible: 

Qualitative e.g. strict RMM/OCs so exposure is 
minimised (similar to ALARA (as low as reasonably 
achievable) principle) 

Semi-qualitative: derivation of DMEL (derived 
minimal effect level) concept 

 

 



DMEL 

DMEL: reference risk level which is considered to 
be of very low concern i.e. tolerable level of 
effects & not a level where no potential effects 
are seen 

DMELs are not equivalent to DNELs since DMEL 
represents an acceptable level of risk whereas 
DNEL is an exposure level where no effects 
expected 

DMEL not strictly required under REACH but 
guidance strongly recommends the approach for 
non-threshold effects where data allows it 

 



Note: 

REACH Guidance points out that REACH 
does not overrule the Carcinogens and 
Mutagens Directive (2004/37/EC), which 
requires that workplace exposures are 
avoided/minimised as far as technically 
feasible 

Therefore, the approach under REACH 
should comply with this minimisation 
requirement 



Q2 & 3 

The differences between DNELs and 
OEL? 

How DNELs are to be interpreted. 
Will they replace OELs? 

 

 



Occupational Exposure Limits (OELs) 

 
An OEL represents an airborne concentration at 
which it is unlikely that significant adverse health 
effects occur in the overwhelming majority of an 
exposed workforce 

OELs: estbd. by regulatory authorities using 
scientific input  

MSs set national OELs 

Where national OELs are binding, they have to 
be complied with even if the DNEL for the same 
substance is higher 



OELs contd. 
Indicative Occupational Exposure Limit Values 
(IOELVs) are non-binding, health-based limits below 
which adverse health effects should not occur 
(approx 90) 

Established under CAD 

MSs required to set national exposure limits that take 
account of IOELVs (can set national limits at different levels 
where approp.) 

Binding Occupational Exposure Limit Values 
(BOELVs)Annex I of CAD 

MSs required to set national OEL at value not exceeding 
BOELV 

BOELV in Annex III of Carcinogen & Mutagens Directive 

 



Differences between OELs & DNELs 

OELs are explicitly developed for occupational S&H purposes 

OELs are an instrument for authorities: distinct regulatory 
function in individual MSs combined with option to improve 
compliance by workplace measurements 

IOELVs & BOELVs as established by DG Employment  

SCOEL-Committee have a similar function assisting MSs in 
establishment of national OELs & supporting harmonisation 

DNELs primarily not intended to play role within OS&H regs 

DNELs represent a tool for CSA of chemicals >10t/yr 

DNELs serve industry to implement RMM if assumed exposure 
exceeds DNEL 



Differences/similarities 

There are different actors in establishment of 
these reference values: national/international 
scientific committees and regulatory agencies for 
OELs on one side & industry experts for DNELs on 
the other 

Basically DNELs and OELs could be regarded as 
having same objective: a concentration which in 
general would not result in health impairments of 
workers after occupational exposure 



Interface 
REACH CAD Interface 

DNEL OELs 

•Requires registrant to 
develop health-based 
Derived No-Effect Levels 
(DNELs) used to RMM 
that must be 
communicated to 
employers  
•DNELs apply to all 
routes of exposure 
(inhalation, dermal, 
oral) and for workers 
and consumers 

•Commission proposes 
healthbased indicative 
occupational exposure limit 
values (IOELVs) which MSs 
must take into account 
when setting national OELs 
•OELs apply to worker 
exposure by inhalation, with 
a notation to indicate the 
potential for uptake via the 
skin 
•Also small number of 
binding limit values 
(BOELVs) based on 
assessments of risk to 
health and socioeconomic 
factors required to control 
exposure 

•Although both 
DNELs and IOELVs 
are health-based, 
they are not 
necessarily set in the 
same way 
•The primary duty is 
to comply with risk 
management 
measures and good 
control practice. This 
should also mean 
compliance with 
relevant exposure 
reference levels. 
 



Use of OELs as DNELs? 

Possible to derive a DNEL from existing OEL 
although number of provisos: 

Where there is an Indicative Occupational Exposure Limit 
(IOEL), registrant can use IOEL instead of DNEL for same 
exposure route & duration (unless registrant has info to 
indicate that IOEL is not appropriate e.g more recent 
scientific data available than that used to derive the IOEL) 

Where there is a Binding Occupational Exposure Limit 
(BOEL), registrant cannot use it in place of a DNEL without 
evaluating the basis behind value (because these values 
take into account socio-economic and technical feasibility 
factors in addition to toxicological data) 

 



Q4 

If there are OEL and DNELs on the 
SDS what is the exposure level OHs 
will be controlling to & which takes 
priority for compliance? 

 



What to do.... 
An extended SDS may carry new info chemical: may need to 
reassess your risk assessment 

Must be able to demonstrate that your assessment is adequate - that 
you have identified and applied all appropriate measures to 
adequately control risks, based on info provided by your supplier  

If you can demonstrate that existing control measures in your RA are 
sufficient to achieve the DNEL, do not need to apply RMM 
recommended 

Importantly, if you do not accept that some, or all, of RMM 
recommended under REACH are appropriate, you must provide 
feedback to your suppliers to pass this back up the supply chain – 
CSA adjusted or you are advised RMM stands 

Where new information from REACH requires it, you should change 
existing control measures, making sure that resulting control 
measures fulfil the criteria of CAD 



Summary: what is a DNEL? 

Derived No-Effect Level: REACH Tool for human 
Risk Assessment: Exposure level, above which 
humans should not be exposed  

DNEL used for: Risk characterisation 

DNEL: is there a risk? The risk to humans can be 
considered to be adequately controlled if exposure 
levels do not exceed the appropriate DNEL 

Employers’ obligations are not duplicated 

Where already meeting CAD requirements, review 
RMM in light of new info received & implement 
changes where necessary 

 



Guidance & Help 

HSA: LoCall: 1890 289389  

Email: chemicals@hsa.ie 

ECHA: 
http://echa.europa.eu/home_en.asp 

Commission: 

doc on Guidance for employers on 
Controlling Risks from Chemicals 
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