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LD50: #MSDE., 150-180mg/Kg LD50: AR, 10mg/Keg
HEMHSDE, 120-150mg/Kg LD50: /M, 20mg/Kg

LD50 : ##4 A, 350 - 500 mg/Kg .
WEME AR, 400 -550 mg/Kg ANH) #5E 8 4100mg-200mg
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Pro-authorisation evaluation of medicines for human use

EMEA/CHMP/SAWP/211952/2009
Procedure No.: EMEA/H/SA/1105/1/2009/111

SCIENTIFIC ADVICE
TetraAs

On 23 January 2009 the Company CDRD Berolina AB requested scientific advice for their product
nt to Article S7(1)n) of Regulation (EC) 726/2004 of the European Parliament and of

Ted as406 (2,4,6,8,9,10-Hexaoxa-1,3,5,7-tetraarsatricyclo[3.3.1.13,7)decane) intended for the
(rvu\mcn( of biadder sancer.

The Company provided the EMEA with the questions conceming quality development, pre-clinical
devolopment and clinical development for which they seek advice togother with the supportive
documentation.

Prof. Rembert Elbers and Dr Jens Ersboll were appointed as coordinators. The EMEA Seientific
Administrator for the procedure was Ms Kristina Larsson

& the SAWP meeting held on 28 - 30 Janu

The procedure started du ry 2009.

The questions were also deferred for discussion to the QWP and SWP,

At ts meeting on 23 - 25 February 2009, the SAWP adopted st of issues 10 be addressed by the
meet

Company during the discussior

The discussion mecting with the Company took place on 31 March 2009,

to be given to

During its mesting held on 30 March - 01 April 2009, the SAWP agreed on the advi
the Company.

During its meeting held on 20 - 23 April 2009, the CHMP adopted the advice to be given (o the
Company. This advice is annexed to this letter.

The response given by CHIMP is based on the questions and supporting documentation submitted by
the Company, considered in the light of the current state-of-the-art in the relevant scientific fields.

London|23/April 2009

On behalfiof the C!
Dr Eric Al qd\ I\ npcrwn

CONFIDENTIAL 7 Westory Gucus, Canaty Wnar, Lovion, E14.6415 U
1400 Fax (44-20) 75 23 70 40
i maGamen aurope oo | e s oo

Scientific Advice TetraAs - [EMA]
-l /& — Bladder Cancer (JEfit &)
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