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Clinical trial protocol
Version: 2.1
Date: 21% April 2009

EURAMOS-1 Protocol, Version 2.1, 21 Apeil 2008

3.1. Primary objectives

e In a randomized trial, to examine whether the addition of ifosfamide and etoposide (IE)
to post-operative chemotherapy with cisplatin, doxorubicin and methotrexate improves
event-free survival for patients with resectable osteosarcoma and a poor_histological
response to 10 weeks of pre-operative chemotherapy.

e In a randomized trial, to examine whether the addition of pegylated interferon a-2b (ifn)

as maintenance therapy after post-operative chemotherapy with cisplatin, doxorubicin
and methotrexate Iimproves event-free survival for patients with resectable
osteosarcoma and a good histological response to 10 weeks of pre-operative
chemotherapy.
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EURAMOS

main eligibility criteria

e OSteosarcoma (high-grade, resectable)
. age 0-40

« NO previous chemo




EURAMOS
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Final recruitment figures for Europe (£ = 1,108)
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EURAMOSI]
Top 10 Recruiters

UK London: UCH | 90 BR
Netherlands Leiden UMC | 51 mm
Germany MuUnster: Univers. Kinderklinik | 35m
Norway Oslo | 30
USA Children's Hospital of Philadelphia | 26 B
USA Children's Hospital and Regional Me | 24 B
Germany Miunchen: Kinderklinik & Polikli | 23MR
USA Doernbecher Childrens Hospital - OH | 23 B
USA University of Minnesota Cancer Cent | 23 B
Germany Hamburg: Univers. Paediat. Onco | 22 MR
Germany Stuttgart: Olgahospital | 22MR

Sum 346/2,260 = 15.3% of total recruitment
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Osteosarcoma Incidence and Survival
Rates From 1973 to 2004

[cancer 2009;115:1531-43. |
Data From the Surveillance, Epidemiology, and End Results Program

Lisa Mirabello, PhD', Rebecca J. Troisi, ScD??, and Sharon A. Savage, MD'
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EURAMOS
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EURAMOS
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EURAMOS

centers pts pts/center
old 133 330 2.5
young 303 1930 6.4
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Conclusions

low degree of centralization

especially for older patients (young adults)

most patients >18yr registered by institutions
also caring for children/adolescents

efforts targeting “adult” oncology seem to be
warranted




Conclusions

« efforts targeting “adult” oncology

%? futile?
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