
Precious Metals & Rhenium Consortium

Gold Work Group
6 October 2016  |  Brussels, Belgium

11:30 – 12:00



Welcome and introduction
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Competition law and confidentiality
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Tour de Table & Apologies 

[See participants list in supplementary documents]
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Approval of the draft agenda

1. Welcome and Introduction

2. Phase I: Inventory & Classification

3. Phase II: Data gap analysis & Integrated Testing Strategy

4. Phase III: Testing programme 

5. Phase V: Dossier finalisation

6. Budget

7. AOB, next meetings/calls and closing remarks
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Approval of minutes from previous WG meeting

• The previous Au Work Group meeting was hold on 16 April 2016

• Draft minutes were distributed on 2 May 2016

 Are the minutes of the WG meeting held on 16/04/2016 approved?
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Status of actions

[A] WHAT WHO STATUS

32 A full reimbursement of the OECD 474 of TCA with Covance will be pursued EPMF May ‘16

33 A new OECD 422 study with TCA will be initiated EPMF/WCA June ‘16

34 The study design of the new OECD 422 study with will have to be reconsidered,
avoiding similar problems as with Covance

WCA/WG Aug ‘16

35 Drafting of a justification for reimbursement of both the OECD 474 and 422, to be
sent to Covance.

EPMF/WG/
WCA

36 Drafting a new time line for the registration of TCA and circulate to the WG and
the consultants.

EPMF June ‘16

37 Ask a new study monitoring quotation to WCA for the OECD 422 study. EPMF April ‘16
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Phase I
Inventory & Classification
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Inventory and latest classifications
IUPAC Name Gold Tetrachloroauric acid Aurio(1+) 2,6,6-

trimethylbicyclo[3.1.1]h
eptanethiolate

Balsams, copaiba, 
sulfurized, mixed with 
turpentine, gold salts

CAS nr 7440-57-5 16903-35-8 68365-87-7 68990-27-2

EINECS nr 231-165-9 240-948-4 269-858-3 273-589-7

REACH category Mono-constituent Mono-constituent Mono-constituent UVCB

Dossier prepared Substance Substance Substance Non-SCC Intermediate

Highest tonnage band 10-100 t/a 10-100 t/a 1-10 t/a 1-10 t/a

Registration deadline 2018 2018 2018 2018

Lead Registrant C. Hafner Johnson Matthey Johnson Matthey Heraeus

Classification None Acute tox. 4 (H302: Harmful if 
swallowed)

Flam. Solid Cat 1 (H228) Flam. Solid Cat 1 (H228)

Skin corr. 1B (H314: Causes severe 
skin burns and eye damage)

Eye dam. 1 (H318: Causes serious 
eye damage)

Aquatic chronic 2 (H411)

Met. Corr. 1 (H290: May be 
corrosive to metals)
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Phase II
Data gap analysis & ITS
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Data gap analysis TCA hydrate

• TCA hydrate will be registered and TCA solution will be regarded as a mixture
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Endpoint Comments

Melting/freezing point 75°C (Otto et al., 2014)
Boiling point Waived, column 2 (Otto et al., 2014)
Water solubility cs > 1076 g/L
Flammability Waived, expert judgment
Self‐ignition temperature  Waived, column 2

Granulometry (particle size distribution) 27.5% (w/w) < 1000 µm
Particle size of this fraction: ≥ 200 µm (optical)

Otto, K., Oja Acik, I., Krunks, M., Tõnsuaadu, K., & Mere, A. (2014). Thermal decomposition study of HAuCl4.3H2O and AgNO3 as precursors for 
plasmonic metal nanoparticles. Journal of Thermal Analysis and Calorimetry, 118(2), 1065–1072.



Phase III
Testing Programme
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Test programme – Physicochemical Analyses, TCA

Test Laboratory/
Endpoint

Status Date Comments

Water
solubility 
(OECD 105)

Siemens/ 
Annex V

Draft Aug 2016 cs > 1076 g/L

Particle Size 
Distribution 
(OECD 110)

Siemens/ 
Annex V

Draft Aug 2016 27.5% (w/w) < 1000 µm
Particle size of this fraction: ≥ 200 µm 
(optical)
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Repeated Test programme – Mamtox TCA Repeat dose 
toxicity and associated studies

Test Laborator
y

Start Date Completion Date Comments

Dose Range‐Finding 
study

LPT 4th October 2016 November 2016 2nd Draft Study Plan with WG for 
review 15/09/2016)
Dose levels selected for this study 0, 
30, 100 and 300 mg/kg/day TCA
Draft report for review estimated 
January 2017

Repeated oral 
dose/Reproductive 
toxicity screen –
OECD422

LPT 8th November 2016 
– start of premating 
period/oestrus cycle 
monitoring
23rd November 2016 
– Start of dosing

January 2017 Draft report for review estimated 
April 2017

Formulation analysis 
method development

LPT w/b 19th September
2016

Draft report 
available 28th
October 2016

Awaiting study plan for review and 
approval – due w/b 19th September 
2016
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Test programme – Mamtox TCA Repeat dose toxicity
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Test Laboratory Completion 
date

Result Comments Classificatio
n

OECD474 – in vivo 
micronucleus assay

Covance Final report 
issued 
February 
2015

Negative Formulation prepared by weight 
therefore dose levels (25, 50 and 100 
mg/kg/day) based on unadjusted MTD 
of 100 mg/kg/day
Formulation analysis revealed assays 
for all groups to be within ‐11% of 
nominal
All dose levels therefore were below 
the adjusted MTD of 210 mg/kg/day
Analysis of bone marrow smears for 
gold (Umicore‐unreported data) did not 
detect gold in the target tissue at any 
dose level
Plasma samples from rats on the MTD 
study (dosed at 168 or 210 mg/kg/day 
– adjusted for density) were 
despatched to Umicore for analysis of 
gold content in an attempt to 
demonstrate exposure.

Not 
classified on 
this study, 
however, 
study to be 
repeated as 
an Annex IX 
study. 
Testing 
proposal to 
be 
submitted



Phase V
Dossier finalisation
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Overview Registration Progress

Dossier Status

Gold Registration finalised

Balsams Registration finalised

Aurio Registration finalised

Tetrachloroauric acid Registration finalised by Q3 2017
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Timeline TCA
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Budget
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Budget 2017
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Budget
to be spent

Budget
to be invoiced

Au-specific costs 355.200 € 201.200 €

Au REACH registration 275.000 € 121.000 €

Phase 1: Literature search, data gap analysis and recommendations 0 € 0 €

Phase 2: In-depth data gap analysis and integrated testing strategy 0 € 0 €

Phase 3: Experimental studies (testing programme including cost of samples) 210.000 € 56.000 €

Phase 4: Generation of Chemical Safety Reports 59.000 € 59.000 €

Phase 5a: Generation of IUCLID 6 Files and Registration Dossiers 5.000 € 5.000 €

Phase 5b: IUCLID 5 Hosting System 1.000 € 1.000 €

Au REACH dossier maintenance 5.000 € 5.000 €

Phase 5a: Generation of IUCLID 6 Files and Registration Dossiers 5.000 € 5.000 €

Au REACH evaluation 0 € 0 €

Au REACH classification & labelling 0 € 0 €

Au internal and external fixed Scientific Manager 14.200 € 14.200 €

Au building reserves 61.000 € 61.000 €



Final Remarks
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Final Remarks

• A.O.B. 

• Actions summary

• Conclusions

• Next meeting/conf call:
• PMC General Assembly meeting: 6-7 December 2016, Brussels
• Next Au Work Group meeting: 21-23 March 2017, Brussels
• + Ad-hoc meetings/conf call

06/10/16Gold Work Group Meeting Pg22



THANK YOU
www.epmf.be |  info@epmf.be
Avenue de Broqueville 12, B-1150 Brussels
+32 (0)2 761 01 00
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