Attachment N-1

Report of the Clinical Division of IUPHAR
March 2010
Councillors, 2008-2014
Chairman
Patrick du Souich (Canada)
Vice-chairman
Don Birkett (Australia)
Secretary
Petra Thürmann (Germany)
Treasurer
María Isabel Lucena (Spain)
Past President
Folke Sjöqvist (Sweden)
Councillors
Darrell R. Abernethy (USA)
Gilberto Castañeda-Hernández (Mexico)
Mahmoud Khayyal (Egypt)
David Le Couteur (Australia)
Wim du Plooy (South Africa)
Hyung-Keun Roh (South Korea)
Guilherme Suarez-Kurtz (Brazil)
Hiroshi Watanabe (Japan)
David Webb (UK)
Wei Wei (P.R. China)
Chairman of the Sub-Committee for Drug Utilization and Pharmacoepidemiology
Emilio J. Sanz (Spain)
Chairman of the Sub-Committee for Paediatric Clinical Pharmacology
Kalle Hoppu (Finland)
Chairman of the Sub-Committee for Clinical Pharmacology in less developed countries
Lars L. Gustafsson (Sweden)
Chairman of the Sub-Committee for Pharmacogenetics
Ingolf Cascorbi (Germany)
Chairman of the Sub-Committee for Drug development, clinical trials and drug regulation
Phillip A. Routledge (UK)

1

Attachment N-2

1) REPORT OF THE COUNCILLORS OF THE CLINICAL DIVISION
Wim du Plooy
Report - Science for Health and Well-Being (SHWB), Meeting held on 20 October 2008:
Maputo, Mozambique
I attended this meeting as part of a sub-committee meeting of ICSU
Chaired by Prof. Dov Jaron, Drexel University, ICSU Planning Group on Health
This is a new ICSU interdisciplinary program intended to meet the unmet health and well-being
needs in a changing urban environment. To place this in perspective more than 50% of the
worlds` population live in cities.
To quote Prof Jaron: “The Science for Health and Well-Being Initiative (SHWB) seeks to
improve and advance human health and well-being. It will marshal expertise from the natural,
social, behavioral and engineering sciences into a coordinated program designed to attain new
insights into research and policies that affect the health and well-being of people, mindful always
of their intimate links to the health of the fauna, flora, and environmental systems among which
humankind abides”.
Some of the examples of this interdisciplinary approach include:
- Connections between water and health, chemical and biological contaminants, technology for
detection and amelioration
- Integration of scientific knowledge, engineering, and information science for rapid
identification and detection of new hyper-communicable pathogens and to combat their spread
- Relations between technologies and health and well-being in men and women at all life stages
- Child development and learning, adult health and aging, maintenance of physical and mental
competence throughout life
- Flooding, pollution, degradation of habitats, spread of disease; risk prediction, control
- The use of earth observation satellite data to create maps and digital data bases of climate,
terrain, settlement dynamics, pattern of disasters, pollution, spread of disease, spatial and
temporal changes with a wide range of applications to health and well-being research
- Efficient health delivery in urban and rural settings - technological requirements
- Behavioral, cultural and social issues
All of the above will not be done in isolation but rather as part of a strategic plan that links to the
World Health Organisation and other bodies.
Gilberto Castañeda-Hernández
June 9-10: Workshop on Biotechnological Medicines and Biosimilar Products in Quito Ecuador.
Attendees were decissions makers from the Ecuadorian Regulatory Agency and the Ecuadorian
Social Security System.
September 2: Lecture on Biotechnological Medicines and Biosimilar Products in Cancún,
Mexico. Attendees were oncologists from several Latin American countries.
September 5: Lecture on Biotechnological Medicines and Biosimilar Products. Attendees were
rheumatologists from several Latin American countries.
Regulatory requirements on biotechnology medicines are different than those for conventional
drug products. In Mexico, the General Health Law was modified in June 2009 to introduce a new
article (222bis) defining biotechnological medicines. This article also establishes the
requirements for registration of a generic biotechnological medicines, called biocomparables or
biosimilars. These are different from those for generics of conventional drugs. The Mexican law
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is consistent with the EMEA requirements and the recommendations in a WHO draft paper. The
above mentioned workshop and lectures have focused on these issues.
Hiroshi Watanabe
The Japanese Society of Clinical Pharmacology and Therapeutics (JSCPT) has 3,155 members
including clinical pharmacologists, physicians, pharmacists, nurses and regulatory scientists.
Scientific meetings take place annually and highlight the current impact of clinical pharmacology
and how recent experience may guide and inform the policies, plans and actions of stakeholders
in government, academia, hospitals, and industries. JSCPT also has a joint conference with
KSCPT (the Korean Society of Clinical Pharmacology and Therapeutics) alternating every year
in each home country. JSCPT has good communication with the Japanese Society of
Pharmacology and provides a joint symposium in the annual Scientific Meeting. As Asia is an
important geographical area in terms of international harmonization, JSCPT is actively working
to increase the number of clinical trials by multinational companies, as well as fostering new
scientific discoveries to achieve personalized medicine. JSCPT wishes to contribute to the better
understanding ethnic differences/heterogeneity in clinical pharmacology and utilize Asian data in
global development of new drugs.
To achieve the goal of JSCPT, as a member of the Clinical Division of IUPHAR, I am working to
build a common ground to share and exchange clinical pharmacology knowledge internationally
and to appeal the importance of clinical pharmacology as a core and important field in medicine
in Japan.
David Webb
Major activities for IUPHAR at the moment are as follows:
1. Involvement as a member of the Scientific Committee for WorldPharma 2010
2. Involvement with Mike Spedding and Tony Harmar in a new initiative to extend the IUPHAR
Receptor database in a translational fashion to go beyond purely receptor nomenclature and
provide a more valuable (clinical) pharmacoogical database to researchers. This work is at an
early stage but I know that Mike Spedding sees it as an important.
Wei Wei
NIH course on the “Principles of Clinical Pharmacology” held in Beijing, November 16-20, 2009
The NIH course on the “Principles of Clinical Pharmacology” has been held in Beijing,
November 16-20, 2009, sponsored by GlobalMD and Division of Clinical Pharmacology of
Chinese Pharmacological Society. One hundred and more physicians and pharmacists around
China attended this course training. Professor Wei Wei, Chairman of Division of Clinical
Pharmacology of Chinese Pharmacological Society, Director of Institute of Clinical
Pharmacology of Anhui Medical University, gave a opening remark.
The recommended textbook is Principles of Clinical Pharmacology edited by A. J. Atkinson, Jr.,
et al. The course has been taught by faculty from the NIH and guest faculty from the FDA, the
pharmaceutical industry, and several academic institutions from across the U.S.
We invited several famous clinical pharmacologists, including professor Juan J. L. Lertora,
director of NIH clinical research, professor Arthur J. Atkinson, Northwestern University, Dr.
Shiew-Mei Huang, Chairman of American Society of Clinical Pharmacology and Therapeutics, et
al, to having given lessons which included clinical pharmacokinetics, chemical assay of drugs
and drugs metabolism, role of the FDA in guiding drug development, optimizing and evaluating
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patient therapy, design of clinical drug development program, scientific basis of drug use,
development and evaluation, pharmacokinetics in patients requiring rental replacement therapy,
optimize understanding and use of existing medicines, disease progression models and clinical
trial simulation, et al.
PRINCIPLES OF CLINICAL PHARMACOLOGY (PCP)
Advanced Training Program
Nov 16-20,2009, Beijing, PR China
Course Schedule (5- Day Courses):
Monday:
09:00 – 10:25
Introduction of the NIH’s PCP course
10:35 – 12:00 Clinical pharmacokinetics
13:00 – 14:45 Chemical assay of drugs and drug metabolites
14:55 – 16:00 Compartmental analysis of drug distribution
16:00 – 17:00 Questions and clinical trial discussion
Tuesday:
09:00 – 10:25 Drug absorption and bioavailability
10:35 – 12:00 Use of positron emission tomograpthy (PET) in pharmacokinetics
13:00 – 14:45 Effects of renal disease on pharmacokinetics
14:55 – 16:00 Pharmacokinetics in patients requiring renal replacement therapy
16:00 – 17:00 Questions and case discussion
Wednesday:
09:00 – 10:25 Effects of liver disease on pharmacokinetics
10:35 – 12:00 Population pharmacokinetics
13:00 – 14:45 Pathways of drug metabolism
14:55 – 16:00 Pharmacogenetics
16:00 – 17:00 Questions and case discussion
Thursday:
09:00 – 10:25 P-glycoprotein and drug transport
10:35 – 12:00 Design of clinical drug development programs
13:00 – 14:45 Physiological and laboratory markers of drug effect
14:55 – 16:00 Disease progression models & clinical trial simulation
16:00 – 17:00 Questions and clinical trial discussion
Friday:
09:00 – 10:25 Role of the FDA in guiding drug development
10:35 – 12:00 Questions and clinical discussion
13:00 – 15:00 Final Assessment and the NIH Exam

2) REPORT OF THE PAEDIATRIC SUB-COMMITTEE OF THE IUPHAR
CLINICAL PHARMACOLOGY DIVISION 2009-2010
1.3.2010
The Paediatric Sub-committee for the term (2009-2013) consists of: Kalle Hoppu (Finland,
chairman), Gabriel Anabwani (Botswana), Facundo Garcia-Bournissen (Argentina/Canada),
Madlen Gazarian (Australia), Gregory L. Kearns (USA), Hidefumi Nakamura (Japan), and
Shalini Sri Ranganathan (Sri Lanka).
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As during the previous term of the Sub-committee the increased level of global activity in the
area of paediatric medicines has kept the Sub-committee and its members busy in many ways,
particularly in the areas of providing leadership in international and regional networking
activities and expertise for the WHO. Following is an abbreviated summary of the main activities
where the IUPHAR Sub-committee and its members on behalf of the Sub-committee have been
involved during the last year.
WHO related activities:
x

Meeting of the 17th WHO Expert Committee on the Selection and Use of Essential
Medicines, which decided on the 16th Model List of Essential Medicines and the 2nd
Model List of Essential Medicines for Children (K. Hoppu and G Kearns invited as
Expert Committee Members), 23 – 27 March 2009 WHO Headquarters, Geneva,
Switzerland

x

WHO Technical Consultation on the Use of Pharmacokinetic Analyses for Paediatric
Medicines Development (K. Hoppu and G Kearns invited as experts),11-12 May 2009
WHO Headquarters, Geneva, Switzerland,

x

WHO Partners Meeting on Better Medicines for Children (K. Hoppu and G Kearns) 1314 May 2009, Geneva, Switzerland,

x

WHO and StaR Child Health “Use of Standards in Paediatric Clinical Trials in
Developing Countries” Meeting (H Nakamura and S Sri Ranganathan invited as experts),
28 October 2009, Amsterdam, The Netherlands

x

Emergency Session of the Expert Committee on the Selection and Use of Essential
Medicines and meeting of WHO working group on antiviral drug treatment (G Kearns
invited as expert) January 2010 Geneva, Switzerland

x

G Kearns and his co-workers prepared for WHO in 2009 expert reports on oseltamivir
use/dosing in neonates and infants and one on the safety of fluoroquinolones.

Meetings related to advocacy for global paediatric medicines actions
x

4th EUROPAEDIATRICS 2009 congress, K Hoppu invited to make a presentations “The
challenge of developing medicine for children” and “Better Medicines for Children
initiative: essential medicines listing and emerging children’s unmet needs”, 3-6 July
2009, Moscow, Russia.

x

10th Commonwealth Pharmacists Association Conference CPA 2009 K Hoppu invited to
make a presentation in symposium: Better Medicines for Children (sponsored by IFPMA)
under the title “Off label use of drugs in children”, 3-9 August 2009, Accra, Ghana

x

1st Technical Meeting of the DNDi (Drugs for Neglected Diseases initiative) Chagas
Clinical Research Platform”, Facundo Garcia-Bournissen participated as invited speaker
and expert, 1 September 2009, Rio de Janeiro, Brazil

x

FDA/NICHD Workshop on Ethical and Regulatory Issues in Global Pediatric Trials, K
Hoppu, M Gazarian, and H Nakamura invited as experts, K Hoppu made a presentation

5

Attachment N-6

on “Children’s Access to Safe and Effective Drugs and Global Pediatric Trials –
European & International views”, 20–22 September 2009 Rockville, MD, USA
x

The 36th Meeting of the Japan Society of Developmental Pharmacology and Therapeutics
(JSDP) 2009, H Nakamura organised a symposium on “International and Asian
Networking in Pediatric Pharmacology and Drug Development”, K Hoppu made a
presentation “Update on global activities for better paediatric medicines” and H
Nakamura a presentation “Current status in Japan and the possibility in Asian
Networking”, 21 November, Takamatsu, Kagawa, Japan.

Other activities:
x

S Sri Ranganathan served as a Member of the Steering Group of Standards for Research
in Child Health (StaR Child Health), a new initiative that seeks to improve the quality of
design, conduct, and reporting of paediatric clinical research by promoting the use of
modern research standards. StaR Child Health produced for WHO in 2009 a Report on a
Survey of current guidance for child health clinical trials.

x

K Hoppu was invited as an international expert in paediatric clinical pharmacology to
become a member of an international expert interdisciplinary project group to produce a
report on the problem of clinical research in vulnerable populations. The group was set up
by the German Berlin-Brandenburg Academy of Sciences and the European Academy
(Europäische Akademie zur Erforschung von Folgen wissenschaftlich-technischer
Entwicklungen).

x

The IUPHAR Paediatric Sub-Committee has together with Dr Shinya Ito from Toronto
continued work to set up a Paediatric Pharmacology e-learning Pilot Course, primarily
aimed at middle to low-income country participants.

x

In its work for children’s medicines in the global setting, the IUPHAR Paediatric SubCommittee has collaborated with IPA (International Pediatric Association) and the
International Pharmaceutical Federation (FIP). This multidisciplinary networking will
give an unprecedented opportunity for IUPHAR to work globally for paediatric medicines
and therapeutics.
o K Hoppu serves IPA as a Technical Advisor and co-chair of the IPA program
committee in the area of Better medicines for children, and M Gazarian is a
member of the IPA program committee for the area of Better Medicines for
Children.
o The invitation of the IUPHAR Sub-committee for the FIP to join in the global
actions on paediatric medicines led in 2009 to the establishment of a new Working
group on paediatric medicines within FIP. K Hoppu was also invited by FIP to
submit a proposal for a symposium on paediatric medicines relating to the Global
Health theme for the PSWC2010 (Pharmaceutical Societies World Congress)

x

IUPHAR is a proposed Third Party and K Hoppu and H Nakamura are two of the 19
Partners (other Partners include WHO, NICHD and EMA) in GRIP – Global Research in
Paediatrics – proposal submitted for the EU 7th Framework Program call HEALTH2010.4.2-2: International paediatric initiative, October 2010 (currently being assessed by
the European Commission).
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Kalle Hoppu
Chairman of the Sub-Committee for Paediatric Clinical Pharmacology
IUPHAR Paediatric Clinical Pharmacology Work-Plan 2009-2014
The Paediatric Sub-Committee of the Division of Clinical Pharmacology of the IUPHAR has developed a
Work-plan 2009-2014 as a direct continuum of its efforts in the years 2004-2008, and based on the current
very positive and dynamic developments in the field of paediatric medicines.
x

The aim is to provide children all over the world better access to safe, effective and appropriately
formulated medicines, to be used in a rational way to maintain and improve children’s health.

x

The methods to be used include advocacy at all levels, educational activities aimed at capacity
building in paediatric clinical pharmacology and therapeutics, and improving rational use of paediatric
medicines.

x

Advocacy efforts will be done globally while the main focus of the educational and capacity building
activities will be in the developing world and other countries lacking paediatric pharmacologists.

x

In practise the IUPHAR Paediatric Sub-Committee will work by continuing to show leadership and
providing paediatric clinical pharmacology experts for key international activities.

x

To achieve its aims, the IUPHAR Paediatric Sub-Committee will work in collaboration with IUPHAR
member societies and other organisations sharing similar aims, like the WHO, the International
Pediatric Association (IPA), and the International Pharmaceutical Federation (FIP), among others.

x

In addition, the IUPHAR Paediatric Sub-Committee will work with IUPHAR member societies to
foster international and regional networking of existing paediatric clinical pharmacologists and
facilitate co-operation in research, and exchange of information.

Some specific actions currently under way or in planning are:
1. Assistance in planning and delivering the paediatric pharmacology content of WorldPharma2010
and WorldPharma2014.
2. Work on Asian Networking in the area of Paediatric clinical pharmacology and research on
paediatric medicines will continue under the leadership of Sub-committee member H Nakamura.
3. Exploration of the possibility to set up a Latin American Pediatric Pharmacology Network to start
in 2010 under the leadership of Sub-committee member Facundo Garcia-Bournissen
4. Pilot project on web-based distance learning course on paediatric pharmacology currently being
developed in co-operation with Prof. Shinya Ito (Toronto, Canada).
5. Participation as Third Party in the GRIP – Global Research in Paediatrics Network of Excellence
Program, if funded by the EU 7th Framework Program call HEALTH-2010.4.2-2: International
paediatric initiative. Specifically the IUPHAR Paediatric Sub-Committee will be involved in
development of a Paediatric Clinical Pharmacology Training Program (decision on funding
expected in March 2010)
6. Collaboration with the International Pediatric Association (IPA) and the International
Pharmaceutical Federation (FIP) for global advocacy for children’s medicines and helping the
WHO in its activities within the ‘make medicines child size’ –program (which all three
organisation have endorsed)
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7. Assisting the International Pediatric Association (IPA) in setting up its new activities within the
area of paediatric medicines.
8. Helping the WHO in its activities related to paediatric medicines by providing paediatric clinical
pharmacological expertise.

3) REPORT ON ACTIVITIES BY “SUBCOMMITTEE FOR CLINICAL
PHARMACOLOGY IN DEVELOPING COUNTRIES” JAN 1, 2009 TO
FEBRUARY 28, 2010
1. Background
There is a profound lack of expertise in clinical pharmacology in developing countries. The
shortage of academic and clinical competence delays the development of clinical drug research
and teaching as well as the involvement of highly needed pharmacological expertise in health
care services, particularly in the Rational Use of Drugs (RUD). Since drugs account for about 20
to 40% of healthcare costs in many developing countries clinical pharmacological expertise is
needed to support cost effective use of drugs.
In 2006 at the World Congress in Pharmacology in Beijing Professor Lars L. Gustafsson at
Karolinska Institutet, Stockholm, Sweden was appointed chairman of the subcommittee. Three
senior colleagues (Professor Chris van Boxtel, Amsterdam, The Netherlands, Professor Folke
Sjöqvist, Stockholm, Sweden and Professor Anthony Smith, Newcastle, Australia) accepted to
serve as advisors and ambassadors of the subcommittee. Later, in July 2007 Professor JoanRamon Laporte, Barcelona, Spain joined the group.

2. The subcommittee
The subcommittee has the following members:
Professor and Dean, Grace Gonzaga, Dep. of Clinical Pharmacology, Medical School of the
University of Santo Tomo, Manila, The Philippines (gracegarayblasgonzaga@yahoo.com)
Professor Laal Kayody, Chairman, Dep. of Clinical Pharmacology, University of Colombo, Sri
Lanka (jayAkodyrl@hotmail.com)
Professor Mahmoud Khayyal, Dep. of Pharmacology, Azhar university, Cairo, Egypt (Joined
August 2008, Chairman Clinical Pharmacology Section of Egyptian Society of Pharmacology).
khayyal@hotmail.com
MD PhD Philip Sasi, Chairman Dep. of Clinical Pharmacology, Muhimbili University Health
College, Dar-es-Salaam Tanzania. psasi@muhas.ac.tz
Professor Akin Sowunmi, Dep. of Pharmacology & Therapeutics, University of Ibadan, Nigeria
(akinsowunmi@hotmail.com)
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Professor Mabel Valsevia, Dep. of Clinical Pharmacology, Corrientes University Argentina
(jrl@icf.uab.es)
MD PhD Paul Waako, Chairman Dep.of Pharmacology & Therapeutics, University Health
College of Medical Sciences, Makerere University, Kampala Uganda (pwaako@phs.mak.ac.ug )
Professor Andrew Walubo, Dep. of Pharmacology, University of the Free State, Bloemfontein,
South Africa (waluboa.md@mail.uovs.ac.za)
Professor Fan-Dian Zeng, Dept. of Pharmacology, Tongji Medical College of Huazhong,
University of Science and Technology (fdzeng@163.com), People Reepublic of China.
Presently associate professor Adrian Lllerena from Badajoz University in Spain with years of
experience in clinical pharmacological research and teaching on postgraduate levels in Latin
America will join the group.

3. Tentative work program for the Subcommittee
A tentative work strategy for 2007-2012 has been developed. The aims are:
1. Maintain a well-functioning subcommittee in the clinical division of IUPHAR focusing on the
support of clinical pharmacological teaching, research and services in health care such as drug
information, continuous education for the of rational use of drugs, Drug and Therapeutics
Committees (DTC) in developing countries.
2. Establish and support networks of research based clinical pharmacologists and
pharmacotherapeutic experts that communicate between countries and collaborate in areas like:
- development and dissemination of guidelines using electronic media and internet
- drug evaluation
- clinical trials
- development and maintenance of therapeutic drug monitoring laboratories.
3. In cooperation with WHO provide assistance in capacity building of national health systems
which benefit from the expertise that clinical pharmacology can offer such as promotion of RUD,
DTC:s and pharmacovigilance.
4. Assist in strengthening the teaching of clinical pharmacology in developing countries in
collaboration with national academic institutions and scientific associations and support
development of relevant course material.
5. Liaison with other relevant international and national organizations who share the vision to
promote RUD and scientifically solid clinical research with high ethical standards, such as World
Medical Organization (WMA) and Council of International Organizations of Medical Sciences
(CIOMS) and International Network for Rational Use of Drugs (INRUD)

9

Attachment N-10

4. Exploration of options for funding
Costs for meetings and travels have so far been covered by individual members or their home
institutions. In order to raise necessary funds the subcommittee will focus on one or two major
activities as proposed below (paragraph 7)..

5. Collaboration with World Health Organization (WHO) and IUPHAR
5.1. Participation in the development of an update of “1970 WHO recommendations on
clinical pharmacology (WHO TRS No 446)”
This unique WHO document has been fundamental in defining the role of clinical pharmacology
in teaching, research and health care delivery across countries. Under the leadership of the
IUPHAR liaison scientist to WHO, professor Folke Sjoqvist, in collaboration with professor
Michael L´Orme a draft version of this document has been produced. Several clinical
pharmacologists have participated in writing draft versions of chapters covering research,
teaching, patient care, public health and the role of the discipline in regulatory affairs etc. The
draft document will undergo high-level consultations during Spring 2010.
The new document will be presented and discussed at meetings of the Clinical Division of
IUPHAR at Worldpharma in Copenhagen in July 2010. Professor Lars L Gustafsson has written
a chapter on the role of clinical pharmacology in patient care. Professor Andrew Walubo, a
member of this subcommittee, has taken part in drafting sections on teaching of relevance for
low-income countries. Professor Anthony Smith, a senior advisor of this group, has outlined the
section on the role of clinical pharmacology for global health. This document is of high relevance
for our subcommittee as it will provide advice about the development of clinical pharmacology in
low-income countries.

6. Subcommittee and member activities on international, regional or national
level
6.1. Participation in Portugese-Spanish meeting in clinical pharmacology in Badajoz
October 2009
Professor Lars L Gustafsson participated in a symposium on Wise Use of Drugs in developing
countries organized at the Portugese-Spanish national meeting by professor Adrian Llerna. The
symposium on Wise Use of Drugs in developing countries was chaired and organized by
professor Joan Ramon La Porte. Issues related to research, teaching and clinical services to
promote the wise use of drugs and the role of clinical pharmacology in developing countries were
outlined. The work of the subcommittee was presented. The presentation by professor Raul
Kiivet on the process of WHO for “registration homeless drugs or drug combinations” were
highlighted. Dr Kiivet underlined the needs of clinical pharmacological competence in national
drug regulatory processes, in local drug development and in adaptation of dosing regimens in
low-income countries.The presentations of the symposium is accessible at
http://www.cyted.org/documentos/otras_actividades/doc_810.pdf..
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6.2. HPLC drug laboratory collaboration within Africa
The subcommittee has been contacted by Bjorn Pehrson, professor in telecommunications
systems at Royal Institute of Technology in Stockholm. He has asked about our interest to use
planned high-speed links between academic institutions and universities for cross-country
collaboration in Africa. Professor Pehrson has been in charge of a strategic project for
establishing fiberoptic links between African academic institutions and with similar institutions
in other continents. In particular the establishment of a fiberoptic sea cable along the eastern
border of Africa allows new types of online collaboration. Affordable video conferencing will be
feasible between any connected African Institution and fellow institutions in or outside Africa. In
collaboration with Dep of Pharmacology and Therapeutics at Makerere University (Head Dr Paul
Waako) the subcommittee has suggested that HPLC laboratories working in clinical drug services
or in clinical drug research in Africa can serve as a pilot project when highspeed links to
academic institutions in Africa are established. High speed communication provide an
infrastructure that makes e-learing in our discipline feasible in resource poor academic settings in
Africa and elsewhere.
6.3. Model project in Egypt on the role of clinical pharmacology in healthcare and
academically
Professor Folke Sjoqvist has lead a 4-year project on the role of clinical pharmacology in the
rational use of drugs in Egypt (see his report). The project has resulted in the establishment of the
first academic unit in clinical pharmacology in Egypt placed in Cairo.
6.4. Participation in symposium on clinical pharmacology teaching in developing countries
at World Pharma 2010
Drs Andrew Walubo and Folke Sjoqvist will participate in a symposium on clinical
pharmacology teaching in developing countries rational to be organized at Worldpharma 2010..

7. Critical evaluation of achievements and priorities for the next two years
The intention with the subcommittee is to support research, teaching and clinical services in
clinical pharmacology in developing countries. As reported our activities have been carried out
but no major programs requiring long term funding have been started during the past three years.
In order to achieve a momentum in the establishment of clinical pharmacology in developing
countries, the subcommittee is focusing on designing a clinical pharmacology IUPHAR PhD
program. The program should be regional and run in Africa, Asia and Latinamerica, respecitvely.
It should allow funding for a group of students that pursue their PhD-projects in awarded
institutions in the three continents. Each institution should collaborate with a second institution
and aim for award of a joint IUPHAR-sponsored PhD degree from two universities. The ideas
will be presented at World Pharma in Copenhagen. We foresee that international institutions may
support the program. We consider initially that 18 students could be recruited to the program.
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Students and supervisors should be supported by a leadership program integrated into this
initiative.
A master course in pharmacoepidemiology and pharmacovigilance has been designed by an
European academic network under the leadership of professor Joan-Ramon Laporte. This course
program has been submitted for funding. It can provide training of interested colleagues from
Africa, Asia and Latinamerica.
On behalf of the subcommittee
Lars L. Gustafsson, MD, PhD
Professor
Chairman “Subcommittee for Clinical Pharmacology in Developing Countries
Division of Clinical Pharmacology
Department of Laboratory Medicine
Karolinska Instutet
Stockholm Sweden

4) REPORT SUB-COMMITTEE OF PHARMACOGENETICS OF THE
IUPHAR CLINICAL PHARMACOLOGY DIVISION 2010
Members of the Sub-Committee
Ingolf Cascorbi, Kiel, Germany (Chair)
Laurent Becquemont, Paris, France
Kim Brøsen, Odense, Denmark
Ingolf Cascorbi, Kiel, Germany
Ann Daly, Newcastle upon Tyne, United Kingdom
Magnus Ingelman-Sundberg, Stockholm, Sweden
Julia Kirchheiner, Ulm, Germany
Deanna Kroetz, San Francisco, CA, USA
J. Steven Leeder, Kansas City, MO , USA
Adrian Llerana, Badajoz, Spain
Vural Ozdemir, Montreal, Quebec, Canada
Matthias Schwab, Stuttgart, Germany
Toshiyuki Someya, Niigata, Japan
Andrew Somogyi, Adelaide, Australia
Guilherme Suarez-Kurtz, Rio de Janeiro, Brazil
Committee Meetings
After the successful joint meeting of the IUPHAR Sub-Committee on Pharmacogenetics and the
Brazilian Pharmacogenetics Network in São Paulo, Brazil 2008, there was no formal gathering of
the sub-committee. The next meeting is foreseen at WorldPharma2010 in Copenhagen.
Workshop: Implementation and obstacles of pharmacogenetics in clinical practice
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Organised by: IUPHAR Subcommittee of Pharmacogenetics
Workshop coordinators:
Ingolf Cascorbi & Magnus Ingelman-Sundberg
Speaker 1
Deanna Kroetz (USA)
Challenges in bringing pharmacogenetics into practice: the US perspective
Speaker 2
Guilherme Suarez-Kurtz (Brasil)
Challenges of global implementation of pharmacogenetics into clinical practice
Speaker 3
Adrián Llerena (Spain)
Present use and limitations of pharmacogenetics in clinical psychiatry
Speaker 4
Andrew Somogyi (Australia)
Obstacles to the implementation of pharmacogenetic testing in Australia
Speaker 5
Julia Kirchheiner (Germany)
Imaging pharmacogenetics - brain fMRI for visualizing intermediate phenotypes of drug response
Speaker 6
Vural Özdemir (Canada):
Postgenomics medicine, empiricism and ethics of bioethics: Preventing “ethical inflation” in
implementation of pharmacogenetics.
On the occasion of WorldPharma 2010, the subcommittee decided to organize a special
workshop. It addresses topics not directly considered in the focused conferences. With the help of
the Clinical Pharmacology, offering 5,000 US$ travel allowances, it was possible to organize a
highly attractive workshop under the leadership of Magnus Ingelman-Sundberg and the speaker
of the sub-committee. The distinguished speakers Deanna Kroetz (USA), Guilherme SuarezKurtz (Brasil), Adrián Llerena (Spain), Andrew Somogyi (Australia), Julia Kirchheiner
(Germany), and Vural Özdemir (Canada) will give additional attraction to the main congress, but
will contribute to the visibility of the subcommittee. The first four topics of the six talks cover
views from different nations (USA, Brazo, Spain, Australia) on challenges in bringing
pharmacogenetics into practice. A novel vision is the implementation of pharmacogenetics into
up-to date imaging technologies such as functional MRI. The workshop closes with
contemplations on empiricism and ethics of bioethics in Pharmacogenetics.
Future meetings
As agreed previously, the subcommittee aims to further organize workshop at local conferences
preferentially in countries outside North-America or Europe in order to foster exchange of
pharmacogenetic knowledge in emerging countries.
Ingolf Cascorbi, MD, PhD
Chair Sub-Committee of Pharmacogenetics
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Secretary-General and then as President, I have been asked more than
once, “Why does Pharmacology need an organization like IUPHAR?”
The implication is that, in this modern age of easier global communication
and travel, and increasing internationalization of science, perhaps
IUPHAR is no longer relevant. So, what exactly does IUPHAR contribute
to the discipline of pharmacology that can’t be done by others? Many
IUPHAR successes are reviewed in other articles in this issue. Below,
     !   ! "  <   
            
but a wealth of intellectual capital has been able to leverage international
    >    !   [
World Congresses. For many, IUPHAR is synonymous with periodic
World Congresses. In contrast to the situation 50 years ago, however,
    <  \           
and even some “national meetings” have become international in
character. So, the argument goes, why continue the World Congresses
of Pharmacology? First of all, for many of our colleagues and their
students in emerging countries, the World Congresses of Pharmacology
represent a rare and, for some, unique opportunity to interact with
scientists from around the world. Secondly, our congresses provide
an international forum for exploration of the changing nature of our
discipline, with the 2010 Congress exemplifying this
opportunity. Finally, the Congresses offer those involved
      !     !   
and future developments in areas of their interest.
Bridging Basic and Clinical Pharmacology
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CLINICAL PHARMACOLOGY AND THE
RATIONAL USE OF DRUGS (RUD)
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For decades there have been productive collaborations between academic
     ]  ^ ` {]^|[^   
joint projects was a December 1969 conference in Geneva chaired by Sir
Derrick Dunlop, with Hans Friebel as secretary, entitled “Clinical Pharmacology.
Scope, Organization, Training”. The conference resulted in recommendations
concerning the new discipline and its role in teaching, research and health care
delivery (WHO Technical Report Series No 446, 1970).
Between 1977 and 1983, several members of IUPHAR have participated in,
and in some cases chaired, the early expert committees on the selection of
essential drugs. Included in this group were Daniel Azarnoff, Iwan Darmansjah,
Paul Lechat, Per-Knut Lunde and Marcus Reidenberg. Moreover, Clinical
Pharmacology and Therapeutics world conferences have included sessions
devoted to RUD, particularly in recent years.
Over the past 30 years clinical pharmacologists and WHO have held
    }         <   
RUD (Clinical Pharmacological Services, WHO, Copenhagen, 1977 and Clinical
Pharmacology. The European challenge, WHO, Regional Publication, Eur. Ser.
No. 39, 1991).

June 2009

More recent collaboration between IUPHAR and WHO include:
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x Developing a core clinical pharmacology curriculum and for renewing
the WHO Technical Report Series No. 446.
 {< ! |        
from WHO and the Clinical Division of IUPHAR was followed by
a meeting in Stockholm in 2008. A preliminary draft of the revised
Technical Report will be presented at a joint IUPHAR-EACPT meeting
!  [    !     
on RUD at World Pharma in Copenhagen in 2010.
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Supporting the development and utilization of clinical pharmacology
in developing countries.
A project entitled “Clinical Pharmacology for Rational Drug
Prescription in Egypt” was initiated by the late Prof. Mohamed
!     ! [  

from Cairo, a member of the IUPHAR executive committee. The
TEMPUS organization within EU asked IUPHAR-associated clinical
pharmacologists at the Karolinska Institute and Odense University
to organize a Danish-Swedish-Egyptian task force to assist Egypt in
Continued on page 33...
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CLINICAL PHARMACOLOGY AND THE
RATIONAL USE OF DRUGS (RUD) (continued)
developing the discipline. Thirteen Egyptian universities have participated in the project, which has
had three major aims:
i. To develop clinical pharmacology in the undergraduate teaching of medical students and in
the continued training of physicians.
ii. To introduce the Nordic concept of Drug and Therapeutics committees guiding drug
selection and RUD.
iii. To introduce drug utilization studies and pharmacoepidemiology as the basis for RUD.
Advanced courses in clinical pharmacology have focused on methods and principles in drug utilization
research and on principles in drug evaluation. The former was held in May 2007, after which 25 Egyptian
               [        ]^{^
Cairo) participated in several of these meetings, with the project leaders maintaining continuous contacts with
 [
Clinical pharmacologists from Europe and North America have worked with colleagues in South America to
improve training and service delivery in medication use, while Australasian clinical pharmacologists have
worked extensively with WHO and other aid agencies to create and implement National Medicines* Policies,
      <       [
An important new activity in paediatric clinical pharmacology has been to support projects on drug use in
children. Several experts from IUPHAR are involved. Clinical pharmacologists from several countries have
!   <  <<     ]^        [  
welcome recognition of the importance of paediatric clinical pharmacology.
x Organization of a Subcommittee for Clinical Pharmacology in Developing Countries
This new subcommittee was established by the IUPHAR Clinical Division at the 2006 World Congress
of Pharmacology in Beijing. A tentative work program for 2007-2010 was developed with the main
aims being to support teaching and research in clinical pharmacology and to enhance clinical
services, such as drug information, continuing education in RUD, and the establishment of drug and
therapeutics committees in developing countries.
x        !>            >
(2001, 2008), edited by C. van Boxtel, B. Santoso and R. Edwards.
Forewords have been written by the chairman of the IUPHAR Clinical Division and by many members
    [
While each of these, and many other, projects have had individual impact, they are all part of an ongoing
and more coordinated program of training for clinical pharmacologists working in teaching, research or
health service delivery. Many countries have now adopted National Medicines Polices modelled on the
WHO prototype. The implementation of these policies involves strengthening drug regulation and ensuring
equitable access to medicines and improving their use. It requires the skills that derive from training in clinical
pharmacology, as well as other disciplines. Although larger countries can usually locate the expertise needed
          !      <     
the need for a National Medicines Policy may be most urgent. Greater advocacy through WHO and IUPHAR
is needed to ensure that clinical pharmacology is recognised as an important specialty, which is not the case
throughout the world. The opportunity to accomplish this would be greatly facilitated by the publication of the
revised WHO Technical Report referred to above. 
* The preferred word, in the future, to replace ‘drugs’ with their connotation of illicit practices.
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The pivotal regional paediatric medicines initiatives, the most prominent ones
being in the United States and Europe, have in the last few years led to a global
   [            !  
2007 World Health Assembly resolution entitled Better Medicines for Children.
The opportunities provided by IUPHAR as a global umbrella of the international
basic and clinical pharmacology communities have been of vital importance for
the paediatric pharmacology community worldwide. The IUPHAR Clinical Division
SubCommittee for Pediatric Clinical Pharmacology represents this community
in their efforts to catalyse and support work at the World Health Organization
(WHO). This undertaking, which is aimed at providing children with better
access to appropriate medications, is essential for achievement of the Millennium
Development Goals, especially goal four, to reduce childhood mortality and goal
six, to combat HIV/AIDS, malaria, and other diseases.
Through international networking, advocacy
and discussions at national levels, IUPHAR
facilitated the passage of the World Health
Assembly (WHA) resolution from proposal
          [ 
   ^ 
relations with WHO made it possible for the
academic and professional communities to
participate in the discussions at the WHO
Executive Board and 60th WHA in May 2007.
It was at this gathering that WHA Resolution
60.20, Better Medicines for Children, was
adopted.
As early as 2006 IUPHAR joined the
International Pediatric Association (IPA)
in trying to convince the WHO Essential
Medicines Program to recognize more
adequately the special health needs
of children, especially in the important
=  ;  '' '  0>
WHO Model List for Essential Medicines.
  @=K L  Q
 
Medicines at the same time highlighting These efforts led to the establishment of a
temporary Paediatric Subcommittee of the
the lack of attention to childrens’
'   +X  @=/   YK  Expert Committee on the Selection and Use
L  Q
 K   . ;; &  of Essential Medicines. Asked to develop
  &  '  0Z= [\+ a Model List of Essential Medicines for
"<  ]www.who.int/entity/medicines/
Children, the Paediatric Committee met for
&  `@ Q
K
+#;0
this purpose in July 2007 and September
Continued on page 35...
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IUPHAR CLINICAL DIVISION ACTIVITIES AT THE CENTRE
OF GLOBAL ACTION FOR BETTER MEDICINES FOR CHILDREN
(continued)
  < [     ]^        {|   
adopted in October 2007, practically on the 30th anniversary of the adult Essential Medicines List. The 2nd
                    
end of April 2009.
The IUPHAR Clinical Division has made a valuable contribution to the WHO paediatric medicines initiative
by recruiting key experts from the very small paediatric clinical pharmacology community to serve on
the WHO Subcommittees, Expert Committees and to prepare important documents for these meetings.
Experts within the IUPHAR paediatric pharmacology community have also made, and continue to make,
valuable contributions to various other WHO activities related to the Better Medicines for Children program.
     ]^          <   <  
supporting current formulation and dosage guidelines for paediatric TB drugs, working to identify the
dosage forms of medicines most suitable for children, and employing modelling techniques to identify
<     !   [
Together with UNICEF, WHO recently received a US$9.7 million grant from the Bill & Melinda Gates
Foundation to conduct crucial research in children’s medicines, with the aim of increasing the number of
            [ ! <  } 
External Advisory Group of this project. To help in the work to bring the Essential Medicines for Children
into the countries with the greatest needs, IUPHAR is joining forces with the IPA and the International
Pharmaceutical Federation (FIP) in a collaborative effort for multi-professional country level actions
beginning with Sub-Saharan Africa. The resources within IUPHAR, in this case through the invaluable
assistance of the South African Society for Basic and Clinical Pharmacology, in providing contacts from
its ‘Pharmacology for Africa’ Initiative, has made it possible to identify pharmacologists in several SubSaharan African countries willing to volunteer their time for this undertaking. The elevation of children’s
medicines to a topic of global importance also provides opportunities for paediatric pharmacologists around the
world to advocate for national and regional activities related to this issue. Examples include the organisation of
joint meetings of the Japanese, Chinese and South-Korean paediatric pharmacologists, a national paediatric
      >{|    <          
part of National Medicines Policy and Quality Use of Medicines (QUM) initiatives in Australia.
These unprecedented
 <      
paediatric medicines globally, and
the invaluable support provided
by IUPHAR and, in particular,
the IUPHAR Clinical Division has
enabled the paediatric clinical
pharmacology community to
successfully lobby for greater
focus on the unique needs of this
patient population. 
Members of the Clinical Pharmacology
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