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Kinder sind keine Mini-Erwachsenen — eine Dosisreduzierung ist
nicht gleichbedeutend mit der proportionalen Reduzierung der
Wirkung und Nebenwirkung. Ca. 50% der zur Behandlung von
Kindern eingesetzten Arzneimittel sind weder an Kindern geprtift
noch fir Kinder zugelassen.

Ziel: Entwicklung von Arzneimittel fur Kinder und Jugendliche im
Rahmen einer qualitativ hochwertigen, kontrollierten Forschung
Optimierung der medizinischen Versorgung der Kinder und
Jugendlichen
Transparenz der Information zu und aus klinischen Priifungen an
Kindern — PIP. Zulassungsstudien flr padiatrische Indikationen,
iSnstaesondere der Sicherheitsaspekte und Notwendigkeit der
tudien.
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Conditions and challenges (2955

Worksharing is only possible when submitted data are
identical in all MSs; starting position and dossiers can be
very different

No formal procedures in place- decision is national

No legal framework available — Update of the Var.Reg.
For communication mailboxes and network needed;
Coordination of procedures at EU level is needed

Who has the mandate to discuss any scientific question?
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EU Worksharing procedure \,»AGES
on paediatric data =

Heads of Medicins Agencies (HMA) agreed on a procedure
to assess existing paediatric data in a coordinated way by
using assessment reports prepared by Rapp and CoRapp.

Aim
Making information available for Health professionals by
publication of PARs and inclusion of information in the SPC

Harmonised information in EU on use of medicines in
children

No duplication of national assessments, Worksharing
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Timing Worksharing V&%@? -

Why starting EU worksharing?

New Paediatric Regulation focus mainly on new products

Many medicinal products already on the market are
used in children ‘off label’

FDA started Paediatric initiative- many studies in children
were not submitted in EU

Parallel national assessments of these data is duplication
of work for agencies and industry and risk of non-
harmonised outcomes
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Timetable VAGES _

Proposal for Worksharing agreed in HMA-hum meeting
Iceland 24 February 2005

Letters to request paediatric data sent out April 2005

Assessment of first wave started around September
2005

Lists of products (MRP and nationally approved)
selected

— 1st wave finalised, variations awaited

— 2" wave ongoing

Assessment of the studies submitted by MAH according
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Medicines for children

e EU Worksharing in the assessmant of paediatric data
Madicines for
chilibren

Vorksharing project on paediatric data
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Paediatric Public Assessment Report

EU Work Sharing Procedure —
Assessment of Paediatric Data

Paraplatin
INN carboplatin

Marketing Authorisation Holder: Bristol-Myers Squibl




Ca-Rapporteur: Swoden

Paediatric assessment Procedure start 21 Septomber 2005
date:
Deadlime for (Co)-Rapporieurs's T Docombar 2005

preliminary report (Day T

Clackstop 6 January 2006
Dendline for Rapporteur’s final repart T duby 2006
(Day 90)

Deadline for member states final 10 August 2006

comiments (Day 115)

End of procedure (Day 120) 15 August 2006

Date of this Report
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The Rapporteurs endorse the Applicant”s recommendation that this wording be implensented scross
Eurcpe.

Rapposteurs agree with the MAH that. 1oday. there is ne sonchiive information on pacdiatric wve of

carboplatin and any of these data in the SPC would thus be of limited use to preseribing oncologist.

The SPC can only state the insufficiency and limstations of the data. Nevertheless, the variability of
ies could b d in the SPC section 5.2,

The following text is proposed:

“Carboplatin clearancs has been reported 1o vary by 3- 1o 4- fold in pacdiatras patieuts. As for adult
patsents, liserature data vaggpest that renal fusction ey contribute 10 the variation ia cuboplatin
clesmnce.”
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Public Assessment Report
Paediatric data
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Durogesic
Fentanyl Transdermal Patch
1&: &0 75 and 100 mikrog

Marketing Autorisation Holder:

anssen-Cilag Oy

Rappartont: Friand
Ca-Rapparteur: The Netrariands
Paediatric avevament 4102006
Procedure start date:

Dace of this repars: 1002007
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www.fda.gov/cde_r/pediatric/summaryreview.htm
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Experiences Paediatrics (1) [ .

Positive

< Assessors worked together in procedure, good
interaction, only in a few cases no agreement

= Many MSs involved in procedures

= Industry first hesitating, now requests to submit data in
context of Worksharing

- Data on paediatric use has become available to
authorities and health professionals
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Experiences Paediatrics (2) AGES

A S
Difficulties — room for improvement
= Procedures difficult to follow; long clockstops

= For some nationally approved products difficult to find consensus
(major differences in indications)

= End of procedure difficult to monitor (type 1l variations
submitted?)

= Is industry committed to update SPC?
= Not discussed how to update SPC of generic products
= Workload for (co)- rapporteurs, however it is Worksharing)
= HMA agreed with proposal, no clear mandate for CMD to
coordinate
===> Now we have the Paed. Regulation
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Thank you!
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