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Figure 1: Pediatric Review Committee Product Submissions Reviewed
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https://www.fda.gov/ScienceResearch/SpecialTopics/PediatricTherapeuticsResearch/ucm509707.htm
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Human Medicines Research and Development Support Division

10-year Report to the European Commission
General report on the experience acquired as a result of the application of
the Paediatric Regulation

Prepared by the European Medicines Agency and its Paediatric Committee
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— Figure 2. Proportion of clinical trials that include children J L;X ol Illii
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(of all trials, by start year)
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Note: A paediatric trial is a trial that includes at least one participant below 18 years of age.
Source: EudraCT database 16

http://ec.europa.eu/health//sites/health/files/files/paediatrics/2016_pc_report_2017/ema_10_year_report_for_consultation.pdf



Figure 3. Number of centrally authorised products (CAPs) becoming available for children in 2004-
2006 and 2012-2014 (new initial marketing authorisations, new paediatric indications (SmPC Section
4.1) or new posology information (SmPC Section 4.2) for already authorised products.

Number of new paediatric products, indications and posology
2004-2006 and 2012-2014

45
40 4 Paediatric Regulation
entry into force
35 A 11
. 30 A
& 25 - e
5 20 18
3 4
15 4 3 10
10 10
10 1 7
1 5] 6 13 12
/
0 |
2004 2005 2006 2012 2013 2014
Year

mNew paediatric products

Source: EMA database (SIAMED)

New paediatric indications New paediatric posology

RRMTTDINREERGRFFEIN
(#TS)

SMPCICHITDINRICEET DEcEA;

|

!
INBRERS 0K

=3
ol

HSDHS

20195 rB17BIRE
1,86614DPIPHYE fR

NncTud,

https://www.ema.europa.eu/en/medicines/e

ma_grou p_types/ ema_pip

100 -
90 o
80 A
70 1
60 1
50 A
40 A
30 1
al Bl

I

10 1

Figure 4. Number of centrally authorised products (CAPs) with paediatric information updates in
SmPC sections other than new indication or posology in 2004-2006 and 2012-2014

Paediatric changes to SmPC sections for CAPs

(type II variations)
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