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Message 1: Impact of TOS on cancer survival in Ped Onc
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- Message 2: Under CTD Academic TOS disappeared and Tumor Registries increased

Observations:

- Costs 10-fold

- Time 10-fold

Ped Academia cannot
further finance TOS

9 Pharma trials are no
° adequate substitute as
- Ped cancers are rare
(return of
investment) and
- actionable
mutations are
infrequent

remaining instrument
for quality assurance
and clinicians guidance

I Registries appear as

2002 2007 2012
Register m EU-Studie m TOS

»Abb. 1 Anderungen in der Zahl der Studientypen iiber die Zeit.
Abfrage der GPOH Studiengruppenleitungen zur Zahl der klinischen
Registern, Therapieoptimierungsstudien (TOS) und Arzneimittelstu-
dien nach EU-Richtlinie (EU Studie) fiir die Jahre 2002, 2007, 2012
und 2017.
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- Message 3: Impact of CTR and guidelines on Ped Onc Reg

- Whatis “normal clinical practice™? (CTR, Definitions, Article 2)

- FDA, U.S.A. (6/2000) .... Phase 3 pediatric oncology studies are generally
the postapproval standard of care for children

- Within the last months NCA interpretation of CTR in Germany lead to
disappearance of many Ped Tumor Registries!
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