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Welcome and introduction



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 III: Testing programme 

3. Phase V: Dossier finalisation

4. Budget

5. 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 October 2016

• Draft minutes were distributed on 15 March 2017

 Are the minutes of the WG meeting held on 16/10/2016 approved?
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Status of actions

[A] WHAT WHO STATUS

38 Waiver statement, expert judgement on flammability of TCA based on the
oxidation state of the compound

EPMF/WCA Dec ‘16

39 Completion of the gene mutation endpoint by a weight of evidence approach EPMF/WCA June ‘17
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Phase III
Testing Programme



Test programme – Physicochemical Analyses, TCA

Test Laboratory/
Endpoint

Status Date Comments

Flammability Annex V June ‘17
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1. Waiving: different predefined waivers present in IUCLID, no column II waivers for our 
substance.

2. Testing: Perform a (preliminary) flammability test on TCA.

3. Weight‐of‐evidence: 

• Use the paper of Otto et al. (2014) to state that no flammable products are 
formed during decomposition. 

• Oxidation state Au in TCA.

• Attach several MSDS that state TCA is not combustible. 

• Other information?

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



Repeated Test programme – Mamtox TCA Repeat dose 
toxicity and associated studies

Test Laboratory Start Date Completion Date Comments

Dose Range‐Finding 
study

LPT (Study 
No. 33737)

4th October 2016 November 2016 (In‐
life phase)

Dose levels selected for this study 0, 
30, 100 and 300 mg/kg/day TCA
Draft report has been reviewed by 
OPG and MH in January 2017. 
Awaiting second draft from LPT

Repeated oral 
dose/Reproductive 
toxicity screen –
OECD422

LPT (Study 
No. 33738)

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

January 2017 (In‐life 
phase)

Draft data originally estimated for 
review in April 2017. A formal draft 
report of all data is estimated for 
mid‐May 2017. This draft report will 
contain formulation analysis results 
which are due at end‐April 2017

Formulation analysis 
method 
development

LPT w/b 19th
September 2016

Draft report 
available 28th
October 2016

Method validation and results from 
DRF study samples are appended to 
the DRF study report (33737)
Results of samples from the main 
study will be appended to the main 
study report (33738)
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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. 
Weight‐of‐
Evidence to 
be drafted



Phase V
Dossier finalisation



FINALISATION OF 
OECD 422

FINALISATION OF 
DNELS, CSR ENV 

PART

FINALISATION 
OF CSR HH

FINALISATION 
OF IUCLID, 
SEND 
DOSSIER FOR 
WG APPROVAL

APPROVAL OF THE WG

SEND DOSSIER FOR 
MANAGEMENT 

COMMITTEE APPROVAL

APPROVAL OF THE MANAGEMENT 
COMMITTEE

SEND DOSSIER FOR GA APPROVAL

APPROVAL OF THE GA

END Q3

1 May 1 Jun 1 Jul 1 Aug 1 Sep

Timeline TCA
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2017



Budget



Accounts 2016
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Including Covance reimbursement of 167 354 euros under phase 3!

Budget
to be spent

Budget
to be invoiced Real expenses

2.3 Au-specific costs 122.700 € 79.550 € 7.110 €

2.3.1 Au REACH registration 87.500 € 57.350 € -18.940 €
2.3.1.1 Phase 1: Literature search, data gap analysis and recommendations 0 € 0 € 110 €
2.3.1.2 Phase 2: In-depth data gap analysis and integrated testing strategy 1.000 € 1.000 € 19.505 €
2.3.1.3 Phase 3: Experimental studies (testing programme including cost of samples) 32.350 € 29.550 € -51.261 €
2.3.1.4 Phase 4: Generation of Chemical Safety Reports 48.500 € 21.150 € 7.588 €

2.3.1.5a Phase 5a: Generation of IUCLID 5 Files and Registration Dossiers 650 € 650 € 3.584 €
2.3.1.5b Phase 5b: IUCLID 5 Hosting System 5.000 € 5.000 € 1.534 €

2.3.2 Au REACH dossier maintenance 0 € 0 €

2.3.3 Au REACH evaluation 0 € 0 €

2.3.4 Au REACH classification & labelling (not relevant) 0 € 0 €

2.3.5 Au REACH authorisation (not relevant) 0 € 0 €

2.3.6 Au internal and external fixed Scientific Manager 35.200 € 22.200 € 26.051 €

2.3.7 Au Building reserves 0 € 0 € 0 €



Draft Budget 2018
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PMC 2018 PMC 2018
Budget

to be invoiced HR

2.3 Au-specific costs 81.266 € 0,1

2.3.1 Au REACH dossier maintenance 63.500 €
2.3.1.1 Au Rolling maintenance 18.500 €
2.3.1.2 Au Further improvement 45.000 €

2.3.2 Au REACH evaluation 0 €

2.3.3 Au REACH classification & labelling (not relevant) 0 €

2.3.4 Au REACH authorisation (not relevant) 0 €

2.3.5 Au internal and external fixed Scientific Manager 17.766 €

2.3.6 Au Building reserves 0 €



Final Remarks



Final Remarks

• A.O.B. : PMC approval process of dossiers > new practice (next slide)

• Actions summary

• Conclusions

• Next meeting/conf call:
• PMC General Assembly meeting: 31/05-01/06 2017, Pforzheim
• Next Au Work Group conference call: 17 October 2017 (AM)
+ Ad-hoc meetings/conf call
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PMC approval process of dossiers with more than two
registrants: new practice recommended by Mgt Cttee

Pg19

N.B.: In the consortium agreement, no decision has to be taken at unanimity, but only at qualified 
majority (2/3). The reason was to avoid that one company could block the entire system. 

Work Group ‐ only the 
co‐registrants:
• review period of 2‐3 weeks 
(depending on the dossier)

• approval period before 
sending to the 
Management Committee of 
2 weeks

Management 
Committee: approval 
period of 2 weeks

(Sub)Assembly ‐ only 
the co‐registrants: 

approval period of 2‐3 
weeks (depending on 
the type of dossier).



THANK YOU
www.epmf.be |  info@epmf.be
Avenue de Broqueville 12, B-1150 Brussels
+32 (0)2 775 63 86
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