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27.12.2006 Official Journal of the European Union L 378/1

(Acts whose publication is obligatory)

REGULATION (EC) No 1901[2006 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 12 December 2006

on medicinal products for paediatric use and amending Regulation (EEC) No 1768/92, Directive
2001/20/EC, Directive 2001/83/EC and Regulation (EC) No 726/2004
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Key objectives of the Regulation

— To improve the health of the children of Europe, by:

e increasing high quality research for medicinal
products for children

e promoting the development and authorization of
such medicines at the EU level

e improving the information on medicines designed
for children

— While avoiding unnecessary studies in children and
not delaying the authorization of medicines for adults
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Key Tools of the Regulation

e Mandatory paediatric development for new products
according to a PIP agreed upon by the PDCO
(possible deferrals or waivers)

e Mandatory submission of paediatric data when filing
new applications unless waiver or deferral approved
by the PDCO

 New Marketing Authorisation Procedure for off-patent
products (PUMA)
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3 Key Pillars of the Regulation

e Obligation : Paediatric Investigation Plan [PIP]
(agreed and compliant in its conduct)

e Reward [incentives] for studies conducted
(6 months patent extension, only once)

e Paediatric Committee [PDCO] at the EMEA
(advisory body to EMEA In its executive role)
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iIncluding formulations, preclinical safety, clinical efficacy, and some
pharmacovigilance

describing the drug development

-Timing of studies: start, duration and end, with respect to
submission of Marketing Authorisation applications

-Population (age groups) to be studied
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Article 6

@ The tasks of the Paediatric Committee shall include the
ol

lowing:

(a) to assess the content of any paediatric investigation plan for
a medicinal product submitted to it in accordance with this
Regulation and formulate an opinion thereon;

(b) to assess waivers and deferrals and formulate an opinion
thereon;
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Roles pertaining to fulfilling the needs

Artide 17

1.  Following receipt of a proposed paediatric investigation
plan which is valid in accordance with the provisions of
Article 15(2), the Paediatric Committee shall appoint a rappor-
teur and shall within 60 days adopt an opinion as to whether or
not the proposed studies will ensure the generation of the
necessary data determining the conditions in which the medic-
inal product mayv be used to treat the paediatric population or
subsets thereof, and as to whether or not the expected thera-
peutic benefits justify the studies proposed. When adopting its
opinion, the Committee shall consider whether or not the
measures proposed to adapt the formulation of the medicinal
product for use in different subsets of the paediatric population
are appropriate.
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Roles pertaining to fulfilling the needs

PDCO
PIPlan
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Roles pertaining to fulfilling the needs
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Roles pertaining to fulfilling the needs

@t the request of the Committee for Medicinal Products for
Human Use, a competent authority or the applicant, to
assess compliance of the application for a Marketing
Authorisation with the agreed paediatric investigation plan
concerned and formulate an opinion thereon;

(d) at the request of the Committee for Medicinal Products for
Human Use or a competent authority, to assess any data
enerated in accordance with an agreed paediatric investiga-

tion plan and formulate an opinion on the quality, safety or
efficacy of the medicinal product for use in the paediatric

population;

(f) to support and advise the Agency on establishing the Euro-
pean network referred to in Article 44;

(g) to assist scientifically in the elaboration of any documents
related to the fulfilment of the objectives of this Regulation;
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Roles pertaining to fulfilling the needs

(c) at the request of the Committee for Medicinal Products for
Human Use, a competent authority or the applicant, to
assess compliance of the application for a Marketing
Authorisation with the agreed paediatric investigation plan
concerned and formulate an opinion thereon;

at the request of the Committee for Medicinal Products for
Human Use or a competent authority, to assess any data
generated in accordance with an agreed paediatric investiga-
tion plan and formulate an opinion on the quality, safety or
efficacy of the medicinal product for use in the paediatric
population;

(f) to support and advise the Agency on establishing the Euro-
pean network referred to in Article 44;

(g) to assist scientifically in the elaboration of any documents
related to the fulfilment of the objectives of this Regulation;
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Roles pertaining to fulfilling the needs
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Roles pertaining to fulfilling the needs

(c) at the request of the Committee for Medicinal Products for

(d)

Human Use, a competent authority or the applicant, to
assess compliance of the application for a Marketing
Authorisation with the agreed paediatric investigation plan
concerned and formulate an opinion thereon;

at the request of the Committee for Medicinal Products for
Human Use or a competent authority, to assess any data
generated in accordance with an agreed paediatric investiga-
tion plan and formulate an opinion on the quality, safety or
efficacy of the medicinal product for use in the paediatric
population;

(f) to support and advise the Agency on establishing the Euro-
pean network referred to in Article 44;

0 assist scientifically in the elaboration of any documents
related to the fulfilment of the objectives of this Regulation;
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Background

Quality & Biologicals
Quality (Chemical & Herbal)
Biclogicals

Non-Clinical

Clinical Efficacy & Safety

Multidisciplinary

—

About Us | What's New | Human Medicines | Veterinary Medicines General Reporting |

Scientific Guidelines for Human Medicinal Products

Multidisciplinary Guidelines
This section contains all Guidelines in relation to: Mutidisciplinary areas consisting of guidelines whi
related to either Quality, Safety or Efficacy areas for which guidelines are prepared by collaboration of :

® = Concept Paper @ = Draft Guideline @) = Adopted Guideline ) = Cverview of Comme:
, Reference Publicatio
Titl 0 o
i e o Number Date

Investigation of medicinal + & & EMEA/536310/08 July 2008

products in the term and
preterm neonate

Conduct of Pharmacovigilance + & e+ e EMEA/CHMP/235910/05 June 2006
for medicines used by the

paediatric population

Reflection Paper: Formulations - # EMEA/CHMP/PEG/1594810/2005
of Choice for the Paediatric
Population

Note of Explanation to - EMEA/196218/05 Jun 2005
accompany publication of

Reflection Faper on

Formulations of Cheice for the

Paediatric Population

(EMEA/CHMP/PEG/194810/2005)

EMEA/181377/06 Release for
consultatior

Jun 2006

Impact of Brain Immaturity -
when investigating medicinal
products intended for Neonatal

use

Impact of Lung and heart *
Immaturity when investigating
medicinal products intended for

EMEA/CHMP/PEG/114218/06 Release for
consultatior

Mar 2006
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Roles pertaining to o
establishing needs FURQPEAN MEDICINES AGENGY

10 December 2010
EMA/794083/2009
Human Medicines Development and Evaluation

o advise on the content and format of data to be collectec products in Europe
Established according to article 42-43 of Regulation (EC) No 1901/2006 of

the European Parliament and of the Council on medicinal products for
Paediatric use

‘ Report on the survey of all paediatric uses of medicinal

for the survey referred to in Article 42;

(i) to establish a specific inventory of paediatric medicinal
P ry P
product needs and update it on a regular basis, as referred
to in Article 43;

() to advise the Agency and the Commission regarding the
communication of arrangements available for conducting
research into medicinal products for use in the paediatric
population;
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Roles pertaining to establishing needs

() to advise on the content and format of data to be collected
for the survey referred to in Article 42;

@0 establish a specific inventory of paediatric medicinal M EXEORSaN Medic/eg \gericy

Evaluation of Medicines for Human Use
product needs and update it on a regular basis, as referred Condon. 04 Juls 2008
to in Article 43: Doc. Ref. EMEA/224688/2006/rev]

ASSESSMENT OF THE PAEDIATRIC NEEDS
DIABETES TYPE 1 AND 11

() to advise the Agency and the Commission regarding the
communication of arrangements available for conducting

research into medicinal products for use in the paediatric
population;
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Roles pertaining to
establishing needs

() to advise on the content and format of data to be collected
for the survey referred to in Article 42;

@to establish a specific inventory of paediatric medicinal

product needs and update it on a regular basis, as referred
to in Article 43;

() to advise the Agency and the Commission regarding the
communication of arrangements available for conducting
research into medicinal products for use in the paediatric
population;

O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

26 July 2010*
EMA/480197/2010
Human Medicines Development and Evaluation

Revised priority list for studies into off-patent paediatric
medicinal products

for the 5™ call 2011 of the 7" Framework Programme of the European
Commission

This priority list of off patent medicines is the basis only for the 5" Call 2011 of the 7th
Framework Programme of the European Commission.

The 6" call 2012 will be based on a separate priority list. Please refer to the website of the

European Medicines Agency.
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Tomorrow's answers start today FP

Tomorrow's answers start today

In accordance with the Paediatric Regulation, an inventory of the needs for medicines intended for children, as established by the Paediatric Committee, will be published

shortly after 26 January 2009.
A similar exercise to establish paediatric needs was carried out between 2001 and 2007 by the Paediatric Working Party (PEG) — a temporary working party of the CHMP,

established prior to implementation of the Paediatric Regulation. The lists of paediatric needs as adopted by the PEG will serve as a basis for the inventory of needs to be
established by the Paediatric Committee.
List of paediatric needs (as established by the Paediatric Working Party)

Please refer to 'EMEA/PEG procedure for identifying paediatric needs' ( ) before reviewing any of the documents in the table below.

Framework Programme o

7+ 59
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Roles pertaining to establishing needs

() to advise on the content and format of data to be collected
for the survey referred to in Article 42;

(i) to establish a specific inventory of paediatric medicinal
product needs and update it on a regular basis, as referred

to in Article 43;

@to advise the Agency and the Commission regarding the
communication of arrangements available for conducting
research into medicinal products for use in the paediatric

population;
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The EMA/Z/PDCO regularly hold workshops
on paediatrics-related topics

Expert Meeting on Clinical Investigation of New Drugs for the Treatment of Chronic Hepatitis C in the

Paediatric Population, April 2011 High grade glioma expert group, December 2010 Expert Group Meeting

on Paediatric Heart Failure, November 2010 Paediatric Rheumatology Experts Group Meeting, November

2010 Expert meeting on gastroenterology and rheumatology, June 2010 Expert meeting on neonatal

and paediatric sepsis, June 2010 Expert meeting on specific immunotherapy, January 2010 Workshop

on paediatric formulations for assessors in national regulatory agencies, 2010 Second workshop on

European Paediatric Network, 2010 Paediatric Rheumatology Experts Group Meeting, 2009 Paediatric

Epilepsy Experts Group Meeting, 2009 Meeting of the Paediatric Diabetes Mellitus Experts Group, 2009

Meeting of the Paediatric Human Immunodeficiency Virus (HIV) Experts Group First European Medicines

Agency Workshop on European Paediatric Network, 2009 European Medicines Agency workshop on

modelling in paediatric medicines, 2008 Workshop on FP7 and off-patent medicines developed for

children, 2007 Workshop on Neonates, 2006 Workshop on Paediatric pain, 2004



http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2011/07/event_detail_000439.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2011/07/event_detail_000439.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2011/07/event_detail_000438.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2011/04/event_detail_000414.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2011/04/event_detail_000414.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2011/03/event_detail_000406.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2011/03/event_detail_000405.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/12/event_detail_000393.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/12/event_detail_000393.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2011/06/event_detail_000425.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/10/event_detail_000333.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/10/event_detail_000333.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/02/event_detail_000173.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/02/event_detail_000173.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/06/event_detail_000259.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/05/event_detail_000255.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/05/event_detail_000255.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/05/event_detail_000256.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2010/05/event_detail_000257.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2009/11/event_detail_000004.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2009/11/event_detail_000004.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c3
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Conclusion

The role of PDCO is to foster/coordinate

research

INn children

on medicinal products

allowing the conduct of sound programmes
generating useful & Q information

for a safe and easy use,

placing such medicinal products on the market
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