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The Task-force in Europe for Drug Development for the Young (TEDDY) was established in 2005 to
contribute to the promotion of safe and efficacious medicines for children in the context of the impending
European Paediatric Regulation that finally came into force in January 2007. The project includes seven
objectives and 12 Work-Packages encompassing the main aspects of the development and use of pediatric drugs.
TEDDY represents a new entity in the pediatric pharmaceutical field, differing from a Scientific Society, a
network for developing research or trials, or a consultative regulatory body. The ambition of TEDDY is to
support the existing pediatric networks, societies, and regulatory bodies in performing innovative initiatives,
including those in areas in which such undertakings would not be feasible without supportive action. To
accomplish its aim, TEDDY has focused on three different actions: (i) increasing awareness about the Paediatric
Regulation revolution; (ii) reaching consensus on terms and instruments to be used for common research; and
(iii) favoring close relationships among different stakeholders and partners from different EU Member States.
After 3 years of activities, many results have been produced by the Network: surveys, databases, expert opinions,
and recommendations. Linking together different stakeholders, including industry and patient associations, as
well as academia and research centers, the Network has contributed to increasing awareness and participation in
the Paediatric Regulation. In addition, many papers detailing original results have either been published or
submitted for publication in peer-reviewed journals.
TEDDY is an original Network whose identity and role as a catalyzer of initiatives related to the use and
development of pediatric drugs needs to be better clarified in the near future. Of particular importance is the need
to reach consensus on best practices. The lack of a common view on pediatric research requirements among
stakeholders across Member States remains the main challenge to be overcome.

The Task-force in Europe for Drug Development for the Young
(TEDDY) is a Network of Excellence (NoE) funded under the
Sixth European Commission (EC) Framework Programme for
Research and Technological Development (FP6).[1] The project
started in June 2005 and will run until 2010. It involves 19 partners
from ten EU countries and also includes Israel.

To understand the objectives and actions of TEDDY, it is
necessary to consider some of the characteristics of this research
instrument. A NoE differs from other research instruments because it is not intended for a specific research theme, but for a
whole research sector with the aim of sharing resources, permanently eliminating duplication of efforts, and promoting effective
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use of resources. In particular, TEDDY must comply with the
Second Call of the FP6: Life Sciences, Genomics, and Biotechnology for Health (LSH)-2003-1.2.1-1: Medicines for Children –
Network of Excellence[2] requiring the structuring of efforts devoted to the development of medicines for children, by:
• covering all aspects involved;
• giving particular emphasis to the design of medicines for
newborns and babies;
• developing close collaboration among academia, pharmaceutical industry, ethical bodies, and regulatory authorities.
To fulfill the aforementioned obligations, TEDDY set up a very
complex and difficult-to-coordinate structure incorporating seven
objectives and 12 Work-Packages. Life science-related topics such
as pharmacogenomics, development and sex characteristics, and
other pediatric medicines-related topics (drug availability, prescription of medicines to the pediatric population [aged 0–18
years], adverse drug reactions [ADRs], therapeutic needs, and
research priorities) were included in the Network activities. Participants were asked to collaborate to enable a durable integration
of their research capacities and knowledge.
This article discusses the role of and need for a European NoE
in pediatric pharmacology with particular reference to the Paediatric Regulation approval and implementation processes.[3-5]
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EMEA/Council for International Organizations of Medical Sciences [CIOMS]/the European Federation of Pharmaceutical Industries and Associations [EFPIA] guidelines) were not focused
on pediatrics. Currently, a published inventory of pediatric
pharmacogenomics/pharmacogenetics competencies exists and all
interested parties (researchers, industry, regulatory bodies) can
access it.[7]
Sex Issues

A bibliographic search on sex-related differences in the incidence and/or prevalence of specific diseases in childhood was
completed.[8] The influence of sex on drug utilization and ADR
rates and type was evaluated in selected drug classes. Results
demonstrated that there is a difference in drug utilization according to sex, especially from adolescence on, and that the number of
ADR reports was somewhat higher in boys than in girls and was
mainly related to younger children. As of the age of 14 years, the
number of reported ADRs was higher in girls than in boys.
Researchers interested in pediatric sex issues were identified and
asked to cooperate in future initiatives funded by the Seventh EC
Framework Programme (FP7).
Before TEDDY, there were no initiatives in this field, despite
the emphasis of the EC on the need to consider sex aspects in
pediatric research.
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Activities and Main Results of the Task-force in
Europe for Drug Development for the Young (TEDDY)

Drug Prescription and Databases

TEDDY activities have concentrated on life science and pediatric medicines-related topics, with the purpose of:
• stimulating the interaction of pediatric research groups on a
multinational level;
• participating in the initiatives proposed by the European institutions to implement the new Paediatric Regulation.
The main results achieved are summarized below.
Pharmacogenomics/Pharmacogenetics

A review of the focus of published academic pediatric research
in the EU has been performed. This unravelled the urgent need for
confirmatory research to enable translation of potential
pharmacogenetic findings into label recommendations.[6] Available expertise and commonly used methodology have been identified through a dedicated survey.[6] A methodologic initiative
aimed at including pediatric pharmacogenomics and pharmacogenetics into the pediatric development process is ongoing.
Initiatives in this field (ad hoc Committee for Medicinal Products for Human Use [CHMP]/The European Medicines Agency
[EMEA] Pharmacogenomics Working Party (PgWP) or the
 2009 Adis Data Information BV. All rights reserved.

The contents and main features of 18 prescription databases
from ten EU countries have been characterized, enabling subsequent assessment of consistency and reliability for the purposes of
pediatric research. Three prescription databases were used to
produce reports and a publication.[9-22] Four additional European
databases are being added to this research. Currently, prescription
data on 5 million pediatric patients are available for use in common pharmacoepidemiologic studies. Differences by Anatomical
Therapeutic Chemical classification, age, and countries in 244 267
ADR reports have been considered and submitted for publication.[23]
A two-stage, web-based Delphi survey was conducted among
experts in Europe to develop common definitions for unlicensed
and off-label drug use in children. Results were discussed with the
EMEA before a final proposal was adopted. The definitions will
be circulated within the scientific community and their adoption
by relevant regulatory authorities will be recommended.[24]
Currently, pediatric prescription databases are few in Europe.
In addition, no common standard methodology for the collection
of data is currently adopted.
Pediatr Drugs 2009; 11 (1)
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Pediatric Medicines Availability and Need

The European Pediatric Medicines Database (EPMD), including data on almost 600 medicines (centralized and decentralized),
has been created.[25] Comparisons of drug availability, minimum
approved age, price, and reimbursement system are available for
selected groups of drugs and in selected countries.[26] Methodologic aspects of the existing pediatric trials (both for regulatory
submission and nonregulatory purposes) evaluating the medicines
in this database have been assessed, including a comparison between centralized/decentralized drugs, and the rate and type of
trials for regulatory submission and nonregulatory purposes. An
article on this is in preparation, as well as a position paper on the
methodologic requirements for conducting clinical trials in children.
Proposals on priorities for pediatric research have been made
based on the availability of pediatric data and according to the
recommendations of the 14 TEDDY Therapeutic Experts Groups.
An article with a specific focus on pediatric oncology has been
published,[27] and others are in preparation. The availability of and
need for pediatric orphan drugs has been investigated.
Before the introduction of the EU Paediatric Regulation, no
similar activities were present within the European context. In
addition to the information available from the European Clinical
Trials[28] and EUDRAPharm Databases,[29] TEDDY could offer a
compilation of relevant data for the EMEA and other stakeholders,
which are not covered by the aforementioned systems.
Ethics

The Future of the TEDDY Network
TEDDY represents a new entity in pediatric pharmaceutical
research. It is different to a scientific society, a network for
developing research or trials, or a consultative regulatory body.
The ambition of TEDDY is to support existing pediatric networks,
societies, and regulatory bodies to undertake novel initiatives,
including those in areas where such undertakings would not be
feasible without a supportive action.
According to the intrinsic nature of a NoE, TEDDY has been
requested to demonstrate its sustainability once the financial support expires. To do this, we are focusing on actions aimed at the
following:
1. Promoting collaboration within pediatric societies and
academia to engage in concerted efforts to achieve wider EUsupported objectives, and promoting specific networking and pediatric research. This is particularly relevant for Small and Medium Enterprises (SMEs), which lack expert advice and guidance in
this field.
2. Creating consensus on terms and instruments to be used for
pediatric research by organizing expert meetings and publishing
position papers on known bottlenecks in pediatric drug development and use.
3. Favoring friendly relationships among partners as well as with
interested parties and authorities. While collaboration with partners, firms, and professional and patient associations is increasing
and new initiatives are including new Member States and new
research groups, collaboration with European and National Regulatory Agencies and Health Institutions is scarce.
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A survey investigating the ethical and legal context before and
after the implementation of Directive 2001/20/EC (Clinical Trials
Directive), [establishing provisions regarding the conduct of clinical trials on human subjects involving medicinal products, in
particular relating to the implementation of good clinical practice],
and encompassing 27 European countries was performed.[30] A
questionnaire was used to measure consensus on initiatives aimed
at implementing the recently approved EC recommendations[31]
and a ‘consensus position paper’ is in preparation to be submitted
to the EU regulatory body. Public discussions have been promoted
to integrate the new pediatric rule in the current ethical and
scientific debate on pediatric research and clinical trials involving
children and to increase awareness on this sensitive topic.
The TEDDY survey anticipated other similar initiatives. The
Network has demonstrated capacity in communicating with stakeholders, including Ethics Committees, and to scope out proposals
with wider, international involvement. TEDDY endeavours to
contribute to the current debate on ethical issues in pediatric
clinical research with upcoming institutional initiatives.
 2009 Adis Data Information BV. All rights reserved.

Conclusions

Full implementation of policies and strategies for medicines for
children is a long-term effort that justifies the need for a cohesive
element to ensure effective cooperation between stakeholders.
This very need constitutes a good reason for the TEDDY Network
to continue beyond its funded period. The first 3 years of the
Network activities have been favourable in terms of durable collaborations, and unraveling opportunities for original scientific
research and innovative medicinal products.
More focus and efforts are required to achieve sustainability. In
particular, the Network should better clarify its identity as a
catalyzer of research activities between relevant networks. Of
particular importance is the need to reach consensus on best
practices. The lack of a common view on pediatric research
requirements among stakeholders across Member States remains
the main challenge to be overcome.
Pediatr Drugs 2009; 11 (1)
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Finally, a more friendly relationship with European and National Regulatory Agencies and Health Institutions should be promoted in order to make better use of TEDDY resources and results.
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