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Agenda

Pg4Refinables WG

1. Welcome and Introduction                                                        

• Reminder on Confidentiality and Competition Law
• Tour de table and apologies
• Minutes of last meeting (B2B, 10/03/2020)

2. iUVCB Platform
• Results screening phase

3. iUVCB MISA 3                                                                   
• Update reporting discussion

4. EPMF Refinables
• Plans and status activities
• 2020 budget: status

5. Draft workplan and budget 2021
6. AOB

21/04/20

FOR APPROVAL



Approval of the minutes of the last meeting

Pg5

Draft minutes of the meeting on 10 March 2020 were circulated on 17 March 
2020

FOR APPROVAL
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iUVCB platform



Goal
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MISA 3 action point

• harmonize and align UVCB dossiers, ensuring consistent and coherent 
updates and refinements for the smooth submission of LR dossiers

• represents 5 consortia (EPMF, ECI, ILA, IZA and Nickel Institute) and 
covers refinement/preparing of approx. 45 registered Art.10 dossiers and 
approx. 20 split or new dossiers.

Technical working group (Arche and EBRC) will screen, develop and implement 
all the needed multi-metallic refinements for these dossiers to fulfill the 
minimal iUVCB dossier and assessment step requirements agreed upon on 
the MISA 3 WS

SID & CL HA EA/MvE cRA Uncertainty 
analysis

IU Templates  & 
CSR
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iUVCB constituent/AE-based assessment approach
• improvement of explanation/transparency of the methodology & the data selection 

and 
• uniform/consistent data reporting in the IUCLID dossier and CSR 

Preparation of AE lists and templates, a summary SID-CL-HA-cRA table listing all AEs 
and their speciation, harmonising UVCB specific waivers (e.g. biodegradation, 
hydrolysis) and ensuring the minimal requirements for: 

+ compliance with upcoming revised TCC with extension to CSR 

Multi-metallic refinements
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SID Consistent SID for all UVCBs in the platform (SID description, SIP, analytical data reports)

CL Classification using MeClas – ‘substance’ constituent/AE speciation, MaxTyp conc

HA
Overall and ‘Lead’ Assessment entity (AE) identification and reporting
AE HA using ‘exposure condition’ constituent/AE speciation

EA/MvE Site-specific exposure assessments based on monitoring data

cRA Harmonised explanations for combined risk assessment and reporting 
(additivity principle – CA concentration addition method - tiered approach)

Uncertainty Preparation of a generic position paper on the uncertainty in the iUVCB risk 
assessment

IU & CSR Provision of IU templates and consistent CSR refinements
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Dossier screening and quality scores/criteria
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Screening to evaluate the completeness/information of the iUVCB dossiers to:
• Implement a fair & transparent cost sharing formula of the dossier updates
• Identify refinement needs to have harmonized UVCB dossier updates

Qi SCORES Platform 
effort

WEIGHING 
FACTOR

Q1 minor 0.1

Q1 minor 0.3

Q2 medium 0.5

Q3 significant 1

• Q scores (Q1, Q2, Q3) reflect the platform efforts needed for each dossier 
step update (SID&CL, HA, EA/MvE, cRA, uncertainty analysis, IU templates and 
CSR)

• Q scores are linked to weighing factors for cost sharing formulas

Generic formula for a given stepx:
COST dossier stepx= COST/SUB ✕

Qi stepx
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All consortia (5)
All registered Art.10 dossiers (45)

Overall good quality

Screening outcome
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Registered Art.10 EPMF dossiers (10)

Similar, overall good quality level

Screening results EPMF dossiers
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Quality criteria assignment - EPMF
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SID
Q 1-0.1: SIP included; elemental & mineralogical compositions are reported, analytical reports 
are available. Multi-metallic Platform task = 
Q 1-0.3: SIP available BUT not included, composition details available (e.g. analytics report) 
but not included. 
Q 2-0.5: SIP is available but not included AND mineralogy/analytical reports are not available.

CL - All consortia use MeClas for CL
Q 1-0.1: multi-metallic Platform task to align all speciation’s with their rationale of worst-case 
selection when unknown species are assessed.  
Q 1-0.3: if in addition split(s) envisaged

AE
Q1-0.1:  AE approach explained, AEs reported 
Q1-0.3: AE approach explained, but AEs identification and reporting is partial 
Q 2-0.5: AE approach/AEs are not identified, but constituents are assessed in the HA



Quality criteria assignment - EPMF
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EA/MvE
Q1-0.3: EA approach is site-specific with monitoring data mainly; MvE refers to AE/constituents 
MvE assessment
As EA/CSR will be part of the revised TCC, platform attention in the overall building on the 
IUCLID Section 3EACSR is needed

HA
Q1-0.1: AE approach/list is complete
Q1-0.3: AE approach/list is to be completed but all AEs are de facto assigned
Q 2-0.5: AE approach/list and list of AEs  is to be completed/reported (e.g. because only CL 
AEs were selected for HA) 

Waivers
Q1-0.3 multi-metallic Platform task to align/update waivers and ensure consistency in the 
dossiers reporting (e.g. biodegradation, hydrolysis, TDp reporting)



Refinables platform update costs based on 
screening
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19 Refinables dossiers

3 SCC dossiers

8 Registered dossiers

7 Split dossiers 

1 New dossier 
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UVCB platform technical tasks for EPMF

Refinables WG Pg15

General, screening-defined dossier needs
Refining/preparing of existing/split dossiers according minimal harmonised 
requirements
COST = 136.400 € (vs. worst-case 178.750 € (not considering new dossiers))

Additional work outside the iUVCB platform
EA 
Update of emission/exposure monitoring data
cRA
Chesar implementation (development scenarios and harmonisation/synchronisation 
with IUCLID)
Other? Name refining, substance EC descriptions, …
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iUVCB MISA 3



3rd MISA WS

AIM
• agree on iUVCB assessment strategy
• improve quality & compliance registration dossiers

iUVCB CHALLENGE: Variable concentrations and Unknown speciation
CONSTITUENT / ASSESSMENT ENTITY APPROACH

STATUS
Formal agreement on iUVCB assessment approach
Current hazard data AE reporting approach not approved
AE upper study summaries (PNECs/DNELs/Kd/BCF)

• Not legally compliant (REACH article 10)

• Not accepted by ECHA completeness check/evaluation unit


✘
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Hazard data reporting solutions
EPMF Slags, doré furnace Refinable examples

Initial request from ECHA (based on legal text)
Include in IUCLID for all AEs:
the full data sets (robust study summaries (RSS)) of all the parent substances
Not workable: IT issue (IU file sizes), data sharing agreements, overall
administrative/cost burden

“Lead AE robust study summaries” approach
Identify lead AEs for which to include RSS, for other AEs include upper summaries
Feasible: different options to ID lead AE, new data sharing agreements needed
Question: Pros & Cons. Which method?

Reporting issue

Option b

Option cHA EA RCRCL

Option a
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Identification of the lead AEs starting from the hazard assessment of 
the iUVCB* 

Lead AE = Concentration 
DNEL/PNEC

Eurometaux to prepare
- document detailing hazard assessment-based identification of lead AEs
- Slags, doré furnace IU example dossier with all info of “lead AEs“ per 

exposure route

TCC and ECHA evaluation unit

formal agreement on ‘‘lead AE‘‘ RSS reporting strategy

- Impact on new data sharing negotiations/agreements and MISA timeline? 

Reporting issue Option b

HA

* aligned with the Lead Component Identification (LCID) Methodology principle developed by Cefic for 
mixtures assessment
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EPMF Refinables



Data and information requirements for iUVCB platform  and 
dossier updates/registrations

Testing
elemental and mineralogical/speciation analytical data reports
phys-chem Annex VII–X requirements for split dossiers
phys-chem data gaps or expert waiving existing dossiers

Information

Activities and plans

composition

identifiers

manufacturing

SIP

ID cards

decision tree

flowcharts
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Testing

elemental and mineralogical/speciation analytical data reports
phys-chem Annex VII–X requirements for split dossiers
phys-chem data gaps or expert waiving existing dossiers

Status
• All CROs contracted
• All samples (ready to) send 
• Data expected by end June/July

Activities and plans
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Information

EPMF to update/prepare
• substance compositions (boundaries) and CL
• flowcharts and decision tree
• draft SIPs

EPMF & WG (registrants) to evaluate and review
• UVCB naming and description
• EC identifier names and descriptions

Activities and plans

composition

identifiers

manufacturing

SIP

ID cards

decision tree

flowcharts

Refinables WG Pg2321/04/20



Budget 2020 status
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EPMF 2020

2020 budget FTE Committed
21. Refinables 635.800 € 0,5 585.800 €

21.1 REACH registration 0 €
21.2 REACH dossier maintenance 180.000 € 320.000 €*
21.3 REACH evaluation 0 €
21.4 REACH classification & labelling 0 €
21.5 REACH authorisation 0 €
21.6 Internal and external fixed Scientific Managers 105.000 € 105.000 €
21.7 IUCLID IT hosting system 400 € 400 €
21.8 Knowledge Management tool + hosting 400 € 400 €
21.9 MISA 350.000 € 160.000 €

N.B: *Conservative estimation of samples costs



2021 Draft budget



Draft 2021 budget
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EPMF 2021

2021 draft budget FTE

21. Refinables 147.000 € 0,3

21.1 REACH registration 0 €
21.2 REACH dossier maintenance 82.000  €
21.3 REACH evaluation 0 €
21.4 REACH classification & labelling 0 €
21.5 REACH authorisation 0 €
21.6 Internal and external fixed Scientific Managers 64.200 €
21.7 IUCLID IT hosting system 400 €
21.8 Knowledge Management tool + hosting 400 €
21.9 MISA 0 €

N.B.:
Does not include data sharing agreement costs FOR COMMENT / 

RECOMMENDATION TO 
THE BOARD
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AOB
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Organise call registrants of Materials for Reclaim substances 
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