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2006: An Exceptional Year for
International Paediatric Clinical Pharmacology

The year soon to end has witnessed exceptional international activity related to children’s
medicines and paediatric clinical pharmacology.

On March 6, 2006, a group of paediatric clinical pharmacologists, paediatric pharmacist and
paediatricians from different parts of the world assembled in Baltimore for the NICHD Global
Consortium on Paediatric Phammacology Meeting to discuss international collaboration. The
issues of exchange and cooperation between scientists working in the developed world and

measures to promote paediatric pharmacology in the developing world were high priorities on
the agenda.

The Biannual Congress of ESDP (European Society for Developmental Perinatal & Paediatric
Phammacology) was held June 14-17, 2006 in Stockholm, Sweden. At the end of this very
successful scientific congress, a special ‘Plenary dialog about Global Paediatric Pharmacology’
was held in commemoration of Lars Boréus, one of the pioneers of paediatric clinical
pharmacology and President of ESDP 1990 1992.

Preceding the 15th World Congress of Pharmacology, a Satellite Symposium ‘International
Challenges in Pacdiatric Pharmacology’ was organized for June 28 — 30, 2006 in Shanghai,
China. The symposium was followed by an IPA (International Paediatric Association)/
IUPHAR workshop ‘Essential Medicines For Children’ on July 1, 2006 in Shanghai. This
gathering of paediatricians, clinical pharmacologists and pharmacists from all over the world,
with representatives of the IPA and the Paediatric Sub-Committee of the TUPHAR Clinical

Pharmacology Division, made a decision to found an Intemational Alliance for Better Medicines
for Children.

The participants of the The IPA/IUPHAR workshop ‘Essential Medicines For Children’ in Shanghai on July 1, 2006.
Ftirst row, first from left is Hidefumi Nokamura, Tokyo, Japan (Member of the IUPHAR Paediatric Sub-Conmittee), first
row, fourth from lefl is Madlen Gazarian, Sydney, AustraliaMember of the TUPHAR Paediatric Sub-Conmittee) fo the
' right from her in the first row are Stuatrt MacLeod, Vancouver Canada (Chairman of the meeting), Kalle Hoppu, Helsinki,
Finland (Chairman of the IUPHAR Paediatric Sub-Committee) and Jane Schaller, Vancouver Canada (Executive director
of IPA, International Pediatric Association), in the second row above Jane Schaller is Gregory Kearns Kansas City, USA
(Member of the IUPHAR Paediatric Sub-Committee). )

§ The program of the 15th IUPHAR World Congress of Pharmacology held July 2-7, 2006
= in Beijing China, included a symposium ‘Better Medicines for Children’, organized by the
® Paediatric Sub-Committee of the IUPHAR Clinical Pharmacology Division, to present the
¢ current active developments in this field to the international pharmacological community.

} A Joint WHO and UNICEF meeting called ‘Consultation on Paediatric Essential Medicines’
| convened in Geneva on August 9-10, 2006. The meeting marked an important activation of
§ interest of the WHO in children’s medicines. The chairman of the Paediatric Sub-Committee
Dec. 2006 attended the meeting representing the IUPHAR Clinical Pharmacology Division.




The outlook for 2007 regarding children’s
medicines and international paediatric
pharmacology seems at least as exciting.
Although there will not be as many
international scientific meetings in paediatric
phammacology as were held in 2006, the year
will mark the entrance of the new European
Union Paediatnic Regulation and hopefully
the renewal of the paediatric legislations in
the USA which have a sunset provision in
2007. The Paediatric Sub-Committee of the
TUPHAR Clinical Pharmacology Division
will continue to be actively involved in the
developments.

Kalle Hoppu
Chair, IUPHAR Paediatric Submcommittee

THE JUPHAR SUB-COMMITTEE
IN PAEDIATRIC CLINICAL
PHARMACOLOGY 2004-2008:

Kalle Hoppu (chair)
Helsinki, Finland

Gabricl Anabwani
Gaborone, Botswana

Madlen Gazanan
Sydney, Australia

Gregory L. Kearns
Kansas City, USA

Hidefumi Nakamura
Tokyo, Japan

Highlight: TUPHAR Division of Clinical Pharmacology
Section on Pharmacogenetics

Aims and scopes

Pharmacotherapy  optimization  through
individual drugtherapyisone ofthemajorgoals
of clinical medicine. Over the last decades
it has been clearly shown that genetics play
a significant role in the pharmacokinetics of
drugs and there is an increasing understanding
of the genetic background among individuals
and ethnic groups with regard to drug efficacy
and response. Therefore, pharmacogenetics
has developed into one of the most important
subfields of clinical pharmacology.

The new subcommittee on pharmacogenetics,
established in the summer of 2006, consists
of a number of distinguished scientists from
different continents. The subcommittee will
hold annual meetings to:

1. Promote.exchange of pharmacogenetic
knowledge by organization of
symposia and workshops in the field of
pharmacogenetics and —genomics

2. Evaluate the clinical impact of
pharmacogenetics

3. Develop a drug-related pharmacogenetic
database

4. Create a population based “biobank” to
conduct translational research in clinical
pharmacogenomics

5. Establish international collaborative
clinical studies to investigate the benefits
of pharmacogenetics.

The subcommittee cooperates with the Pacific
Rim organization on Clinical Pharmacogenetics
(PRACP), a society associated with IUPHAR.

A satellife meeting on pharmacogenetics has

been proposed for the CPT2008 congress in
Quebec.

Members

Ingolf Cascorbi, Kiel, Germany (Chair)
Laurent Bequemont, Paris, France

Kim Bresen, Odense, Denmark

Ann Daly, Newcastle, UK

Magnus Ingelman-Sundberg, Stockholm, Sweden
Julia Kirchheiner, Ulm, Germany

Vural Ozdemir, Irvine, USA

Mathias Schwab, Stuttgart, Germany
Guilherme Suarez-Kurtz, Rio de Janeiro, Brazil
Toshiyuki Someya, Niigata, Japan

Andrew Somogyi, Adelaide, Australia

Bryn Williams-Jones, Montreal, Canada

Ingolf Cascorbi
Chair, Pharmacogenetics Section °

For more information visit

http://www.iuphar.org/clin_pharma html

Dec. 2006
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120th Session EB120.R13

Agenda item 4.9 , 1 February 2007

Better medicines for children

The Executive Board,

Having considered the report on progress in the rational use of medicines, including better
medicines for children,’ .

RECOMMENDS to the Sixtieth World Health Assembly the adoption of the following
resolution:?

The Sixtieth World Health Assembly,

Having considered the report on progress in the rational use of medicines, including
better medicines for children;

Recalling resolutions WHA39.27, WHA41.16 and WHA47.13 on the rational use of
drugs, WHA41.17 on ethical criteria for medicinal drug promotion, WHA43.20 and WHA45.27
on the WHO Action Programme on Essential Drugs, WHA47.12 on the role of the pharmacist
in support of the WHO revised drug strategy, WHA49.14 and WHAS52.19 on the revised drug
strategy, WHAS54.11 on the WHO medicines strategy, and WHAS58.27 on improving the
containment of antimicrobial resistance;

Recognizing the efforts of WHO in collaboration with governments, other organizations
in the United Nations system, universities, the private sector, nongovernmental organizations
and funding agencies in areas related to improving access to better medicines for children;

Aware of the core components of WHO’s global framework for expanding access to
essential medicines;

Wishing to promote evidence-based selection and use of medicines for children by health
providers and carers;

Aware that there are regional initiatives to address inadequate access to essential
medicines for children;

! Document EB120/37.

2 See document EB120/37 Add.1 for the administrative and financial implications for the Secretariat of this
resolution.



EBI20.R13

Wishing to ensure better access to essential medicines for children as a prerequisite for
achieving health outcomes as set out in the internationally agreed health-related development
goals, including those contained in the Millennium Declaration;

Aware that the lack of access to essential medicines of assured quality continues to pose
significant risks of high morbidity and mortality in children, especially those under five years of
age;

Concerned that children can be further disadvantaged by lack of physical and economic
access to essential medicines, especially in vulnerable communities;

Recognizing that many countries do not have the requisite capacity to regulate and
control medicines for children;

Aware that many manufacturers of essential medicines have neither developed nor
produced appropriate dosage forms and strengths of medicines for children;

Concerned that there is insufficient investment in the clinical trials, development and
manufacture of medicines for children;

1. URGES Member States:

(1) to take steps to identify appropriate dosage forms and strengths of medicines for
children, and to encourage their manufacture and licensing;

(2) to investigate whether currently available medicines could be formulated to make
them suitable for use in children;

(3) to encourage research and development of appropriate medicines for diseases that

affect children, and to ensure that high-quality clinical trials for these medicines are
conducted in an ethical manner;

(4) to enable timely licensing of appropriate, high-quality and affordable medicines for
children with innovative methods for monitoring the safety of such medicines, and to

encourage the marketing of adequate paediatric formulations together with newly
developed medicines;

(5) to promote access to essential medicines for children through inclusion, as
appropriate, of those medicines in national medicine lists, procurement and
reimbursement schemes, and to dévise measures to monitor prices;

(6) to collaborate in order to facilitate the innovative research and development,
formulation, regulatory approval, provision of adequate prompt information on, and
rational use of, paediatric medicines and medicines authorized for adults but not approved
for use in children; :

(7) to use mechanisms including, where approprate, existing international trade

agreements that'might impact health, to ensure children’s access to essential medicines,
where applicable;
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