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Objectives of the International Conference
of Drug Regulatory Authorities (ICDRA):

to promote collaboration between drug regulatory
authorities

to reach a consensus on matters of interest

to facilitate timely and adequate exchange of
information

e to discuss issues of international relevance



Opening Ceremony

Pienary 1

Welcome address:
Mr Si-Min Rhyu, Minister,
Ministry of Health and Welfare, Republic of Korea (PL1-1)

Opening remarks:
Dr Chang-Jin Moon, Commissioner,
Korea Food and Drug Administration (PL1-2)

Dr Howard Zucker, Assistant Director-General,
Health Technology and Pharmaceuticals,
World Health Organization (PL1-3)

Welcome address ==

Mr Si-Min Rhyu, Minister,
Ministry of Health and Welfare, Republic of Korea

On behalf of the Republic of Korea, | would like to extend our warmest
welcome to participants of the 12th International Conference of Drug
Regulatory Authorities.

Since 1980, the ICDRAs have played a critical role in international
cooperation and in advancing global health under the leadership of
officials of drug regulatory authorities. Building on past achievements, we
are gathered here today to discuss ways to enhance safety and efficacy,
and to improve the quality of pharmaceutical products.

| am particularly pleased that such a significant and meaningful
international event is being held in Seoul, and would like to thank officials
and staff of the World Health Organization and the Korean Food and Drug
Administration for orchestrating and coordinating this conference.
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Ladies and gentlemen, we all share one dream. The dream is to make a
world where everyone can live a healthy life, both physically and
mentally. We may have differences in nationality and culture but, in
collaboration with WHO, we are united in our commitment to realize this
dream. In particular, the universal dream of a long healthy life can be
realized when countries work together through economic growth and
scientific advancement to develop new pharmaceutical breakthroughs. In
this respect, | believe ICDRA can play a key role.

Human history witnesses the never-ending fight against disease. At this
very moment, there are so many young children suffering from diseases
and hunger in the world. In particular, the new strain of avian influenza is
posing a serious health threat. In order to address these health problems,
international cooperation and coordination in technological and economic
development are increasingly important.

The ICDRA is dedicated to the promotion of global health and has
contributed considerably to making the world a healthier place where
people can live in harmony and with hope. Let me take this opportunity to
applaud WHO which has served as an invaluable catalyst in its alliance
with the ICDRA member countries, and we look forward to its continued
support in the future.

The Korean government is fully aware of the consequences associated
with the current range of health threats. These include the emergence of
new epidemics such as SARS and avian influenza, and the increase in
cancers and chronic diseases caused by changes in life structure and
population ageing. Health problems such as these lead to rising healthcare
cost and could ultimately undermine the quality of life.

To resolve emerging and existing health problems, the Ministry of Health
and Welfare in the Republic of Korea has implemented a range of policies
on pharmaceutical products and epidemics. Under the Ministry, the Korean
Food and Drug Administration is tasked with evaluating the safety and
efficacy of drugs as well as conducting quality inspections. Also, the
Korean Center for Disease Control is in charge of epidemic preparedness
and response. In addition, fully recognizing the need for international
cooperation in the surveillance against new epidemics and development
and provision of new and innovative drugs, the Korean government is
willing to take a proactive role in challenges to international society.

| sincerely hope the 12th ICDRA in Seoul will be a significant stepping
stone to the goal of promoting global health and | would like to reiterate

8 ,-: TWELFTH INTERNATIONAL CONFERENCE OF DRUG REGULATORY AUTHORITIES



Korea's unequivocal commitment to attainment of this goal and close
cooperation with the developed, developing, and least developed
countries, as a part of international coordination efforts in the regulation
of pharmaceutical products.

Once again, | welcome all of you to the 12th ICDRA in Seoul and hope you
will have a rewarding and enjoyable stay in the Republic of Korea.

Opening remarks

Dr Chang-Jin Moon, Commissioner
Korea Food and Drug Administration

It is indeed an honor for me to present the opening remarks on behalf of
the Korea Food and Drug Administration, and | welcome this opportunity
to speak to you all on this beautiful Spring day, at the opening of the 12th
International Conference of Drug Regulatory Authorities.

| do believe that among those many numerous inventions of the human
race, drugs are a most valuable creation. Such developments as
antibiotics and the synthesis of aspirin became beams of light rescuing
mankind from the dark fears of diseases and promising hope for the
future. The development of drugs has gained increasing speed and has led
to today's use of cutting edge technologies in manufacturing drugs such as
antivirals and gene therapy products.

However, unresolved issues such as strengthening access to drugs in
underdeveloped countries, continued circulation of substandard and
low-quality drugs in countries, and ethical issues surrounding
developmental processes have created shadows over such growth.

Furthermore, new diseases such as avian influenza are appearing around
the world, translating into a need for countries across the globe to join
hands in establishing a system to prevent new epidemics and better share
technologies to accelerate the development and supply of treatments.
Amidst such a period of change, the ICDRA has played a central role in
improving the health of people around the world as a forum to discuss
pending issues such as the harmonization of regulations to ensure the
safety, efficacy and quality of drugs.

| hope that the 12th Conference will prove to be a venue for
future-oriented discussions with the single goal of improving the health of
people around the world, transcending political ideologies and serving the
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interests of both advanced and developing countries.

| also hope that this conference will serve as an opportunity to bring the
drug safety management of Member States to a new level through action
plans derived from the ICDRA. As a member of the international
community, the Republic of Korea will do its utmost to fulfill its given role
and mission.

Korea boasts four distinct seasons, and | hope all our guests will be able to
fully enjoy Koreall s Spring. Last but not least, | would like to pay my
tribute to the cooperation of WHO officials and the efforts of the
preparatory secretariat which have made this event possible.

Opening remarks

Dr Howard Zucker, Assistant Director-General,
Health Technology and Pharmaceuticals, World Health Organization

This is now the Twelfth Conference in a series of events which have
proven of immense international value both to drug regulatory officials
worldwide and to the World Health Organization. The ICDRA provides a
unique forum where issues of common concern can be debated. | am
delighted to see so many officials from such a variety of countries
representing near and far regions of the world, and | am confident that
your expectations of this Conference will be fulfilled.

Our hosts at the Ministry of Health of the Republic of Korea and the Korea
Food and Drug Administration have been more than generous in providing
such an attractive venue. | appreciate the enormous task that organizing
such an event represents. | would particularly like to extend my gratitude
to all those involved in arranging the Conference, and transmit my thanks
to the planning committee for proposing such an excellent and varied
agenda which targets so well our immediate interests and concerns.

WHO attaches great importance to the links it has established with
national and international bodies. Without intercommunication and
teamwork, little can be achieved. WHO is particularly proud of the
networks which it has created and built up over time between WHO and
drug regulatory officials and experts in so many countries. These provide
us with valuable feedback for our public health work and give important
technical input for the recommendations and guidelines which WHO
disseminates to health care professionals and interested parties worldwide.
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Only with your valued support can WHO continue in its task of promoting
the quality, safety, efficacy and rational use of medicines and vaccines as
part of national health and drug policies. Let me address several areas of
major importance to WHO in the programme proposed for the twelfth
ICDRA.

WHO is particularly concerned about the increase of counterfeiting
throughout the world. This is why we have taken action on the
recommendations of the eleventh ICDRA that asked us to elaborate
further on ways of strengthening international collaboration to fight this
major public health threat. The workshop on counterfeit medicines will
report back to the ICDRA what we have achieved during the recent
international meeting of stakeholders in Rome.

As a result of the discussions which took place in Rome, and to
demonstrate the importance which WHO places on the need for action to
fight counterfeiting of medicines, | should like to inform you of the launch
of the global task force, IMPACT. This task force will be based at WHO in
Geneva, and will focus on creating partnerships and improving
cooperation among stakeholders with specific action in the areas of
legislation, law enforcement, trade, and risk communication. Additionally,
IMPACT will seek innovative solutions, including technology transfer to
developing countries, to improve the effectiveness and impact of global
action.

Until recently, there were insufficient regulatory mechanisms to assess
quality, safety and efficacy of medicines specifically meant for the
diseases prevalent in the developing world. This concerns not only the
major killer diseases such as HIV/AIDS, tuberculosis and malaria but also
vaccines for prevention of many infectious diseases for which
immunization is the most cost effective intervention. Without access to
reliable medicines for treatment and prevention of devastating infectious
diseases, it is not possible to achieve the Millenium Development Goals
set by the United Nations. We are happy to note that due to excellent
cooperation with Governments and regulators during recent years several
new regulatory pathways have become available. These new regulatory
pathways include the EU scientific opinions for WHO, also known as
Article 58 of the EU pharmaceutical legislation, and they will be described
in detail during Plenary Three. We also hope that this plenary will
facilitate understanding of how regulators with limited resources can
benefit from these new initiatives and avoid unnecessary duplicative
efforts.
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We believe that regulators have a clear role in helping to address the
health care problems related to emerging new diseases, including a
potential influenza pandemic. Regulators should not be part of the
problem but rather be proactive in seeking solutions and taking the lead
in those areas where their expertise can help. The role of regulators in
addressing emerging diseases crisis management will be discussed during
Plenary Four.

There are many challenges to regulating biological products and vaccines,
which are particularly complicated innovative products. A pre-meeting on
improving world health through regulation of biological products has just
been held and the results of this very important gathering will be reported
to participants in Workshop H dealing with the Global challenges for
regulation of vaccines.

Blood and blood-derived products can save many lives, but they must be
handled correctly due to a threat of transmitting killer infections; they
must also be effective. We are concerned that this area of medicines
regulation remains underdeveloped in many countries, or even worse, non
existent, and can pose substantive risks to patients. The regulatory
situation of blood and blood derived products together with discussion on
seeking workable solutions to improving the situation will take place in
Workshop D. | hope that by the end of this conference we have a clear
action plan on how to move forward.

Finally, | would like to mention safety. It is often perceived as a relative
luxury and something that only well resourced regulatory agencies can
manage to have. | wish to disagree. Safety is not a luxury, as deaths
occurring due to adverse effects are mostly avoidable. Adequate feedback
on safety issues is also a basic element of the rational use of medicines.
Studies before the launch of a product may not necessarily reveal the
true safety pattern. If feedback in terms of monitoring is lacking, we may
not be able to take corrective measures; be it a safety concern, or lack of
efficacy. The workshop on new challenges in safety of medicines will
reflect the increasing interest and willingness of developing countries to
set up functioning national pharmacovigilance centres. Figures show that
during the last 10 years there have been more new national centres
established than during the previous two decades together. | hope that
this session will provide recommendations that are both pragmatic and to
the point in addressing the specific needs of developing countries.

| have commented on only some of the important topics you will be
addressing. This does not mean that the rest of the programme is not also
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important. All topics suggested by the planning committee deserve serious
attention, and we count on vyour valuable input throughout the
conference.

While deliberating on the technical and scientific areas of this core work,
we must not lose sight of the challenges that lie ahead. In parallel with its
technical normative work, WHO is committed to strengthening all
elements of national drug policies including national medicines regulatory
agencies, promoting the concept of essential medicines, along with
measures for prevention and immunization. In a rapidly globalizing world,
we need to learn quickly from each other to avoid duplication of effort
and benefit from each others’ work.

Together, we must strive for the full realization of scientific and technical
advances to the betterment of all countries, developed and developing.
We must define how technology can be delivered to those in need
wherever they are, while ensuring that all populations are the recipients
of safe quality medicines which are appropriately delivered. Our past
successes have now become the building blocks of the new millennium,
through which we can effectively contribute to achieving the Millenium
Development Goals. Regulators have an important role to play and a
responsibility in achieving the objectives which have been set. Let us
continue to work together to achieve them.
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Plenary 2

Reflections on Eleventh ICDRA (PL2-1)

Fernando de Andres, Spanish Agency for Medicines and Medical Devices,
Spain

Global Progress Report (PL2-2)

Dr Howard Zucker, World Health Organization

Regional and country updates

African Region, Dr Jean Marie Trapsida (PL2-A)
American Region, Dr Justina Molzon (PL2-B)
European Region, Dr Nina Sautenkova (PL2-C)
Eastern Mediterranean Region, Dr Zafir Mirza (PL2-D)
Western Pacific Region, Dr Budiono Santoso (PL2-F)

Reflections on Eleventh ICDRA

Fernando de Andres, Spanish Agency for Medicines and Medical Devices,
Spain

Spain's general objective in holding the Eleventh International Conference
of Drug Regulatory Authorities was to continue with the idea of a forum
where health oriented issues related to medicines could be discussed by
officials from regulatory authorities around the world. The conference
was seen as important in being exclusively tailored to drug regulatory
authorities, but with an open, pragmatic approach to consider input
and/or contributions from officials from developed and developing
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countries. It was a great honour for Spain to convene the Eleventh ICDRA,
which attracted over 240 participants from 113 countries.

The Eleventh ICDRA in particular targeted the promotion of collaboration
between drug regulatory authorities, the importance of reaching a
consensus on issues of common interest and international relevance, and
in facilitating timely and adequate exchange of information, not only
between regulatory authorities themselves but also with the participation
of reliable reference organizations.

The conference focused on presentation and discussion of many important
topics which have an impact on public health, including:

® Regulatory aspects of access to medicines

e Strengthening of regulatory frameworks for medicinal products
* Pharmacovigilance Practices

® Pharmacopoeias in a changing regulatory environment

¢ Regulatory assessment of combination products

® Regulators, good clinical practice and ethics

¢ Public health needs vs. the marketplace

¢ Safety of herbal medicines

e Assuring quality and safety of blood products

¢ Human tissue: problems and challenges for regulators

¢ Regulatory tools for providing drug information

® Harmonization updates

¢ Regutatory aspects of supply of quality medicines

® Promoting good regulatory practices

e Implications of regulatory decisions for pharmacoeconomics
® Consequences of the TRIPS agreement

¢ Impact of patents on access to medicines

¢ Counterfeit medicines (pre-ICDRA meeting)

¢ Reference comparator for generic medicines

¢ Doping in sport

Some general issues were stressed during the conference. The most
important messages among these were:

e That regulation does not end with authorization to market and
efficient pharmacovigilance should be in place and that the data
produced should be shared by the different health systems.

¢ Counterfeit medicines are a growing problem with increasing impact.

® Regulation is not a blind process; needed drugs should be identified
and favoured. Availability is not the same as access: public health

12th ICDRA Proceedings

15



. 12th ICORA
ch@ PROCEEDINGS B

s

regulators should therefore explore ways to facilitate access to
needed drugs.

e Even if efficient use of medicines is not always considered a part of
the regulatory process, regulatory parties should at least ensure that
there are sufficient data on which prescribers may base comparative
therapeutic alternatives so that an informed choice can be made.
Evidence should be produced and always be available on file and
shared by the different health systems.

Global progress report on recommendations
from the Eleventh International Conference
of Drug Regulatory Authorities (ICDRA), Madrid, 2004

Dr Howard Zucker, World Health Organization

Progress has been made in many areas of medicines regulation as a result
of the International Conferences of Drug Regulatory Authorities. As
globalization continues and has a profound impact on the development
and marketing of medicines, strong international collaboration among
regulatory authorities is needed to safeguard public health interests.

In view of continued regulatory problems and new challenges, the
importance of government commitment to strengthening national
regulatory systems and policies and the need to intensify international
collaboration to improve access to safe and effective medicines of good
quality is of major importance. The World Health Organization remains
committed to serving regulatory authorities worldwide and has pleasure in
presenting an overview of the main activities which have taken place
worldwide with specific reference to recommendations made during the
Eleventh ICDRA held in Madrid in 2004.

Regulatory aspects of access to medicines

The mission of regulatory authorities is to promote and protect public
health. The lack of access to medicines remains a huge concern,
whether these are essential medicines, vaccines, orphan drugs or drugs
for tropical diseases. To facilitate access, regulators and all other
stakeholders need to be actively involved in identifying difficulties and
seeking solutions which will lead to balanced approaches which do not
compromise public health safeguards.

| Recommendation ) Regulators have a role and responsibility to
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facilitate access to drugs of public health importance including
proposing changes to the respective regulations in order to facilitate
access without compromising quality, safety and efficacy.

Unfortunately, priority drugs of public health importance still do not get
the priority treatment they deserve. For example, some HIV medicines
do not have national marketing authorization in many of the countries
where they are most needed. The time to licensing in some countries
can take up to two years to complete even if the product is already
licensed by well established regulatory authorities of developed
countries.

Recommendation |  When considering marketing  authorization
(registration) applications, regulators should give priority to medicines
of high public health importance in their countries. Regulators should
consider mechanisms to facilitate registration, such as reducing fees or
other related costs.

In Collaboration with WHO, the European Union has introduced
legislation (Article 58) to provide scientific assessment and advice to
WHO which may serve as an indicator of marketing suitability for
products which are not marketed in the EU. This system offers
authorities with limited regulatory capacity the possibility of obtaining
an assessment by a highly developed agency. The procedure will speed
up the marketing process for priority medicines. This topic will be
discussed fully during the ICDRA session on Access to Medicines.

Pharmacovigilance Practices

Spontaneous reporting is the mechanism used for compiling adverse
drug reaction reports and regulatory authorities take important
decisions based on these data. Pharmacovigilance is a broad concept to
describe activities of safety monitoring, but also includes the
re-evaluation of marketed drugs, risk management, communicating drug
information, promoting rational drug use and crisis preparedness. It is
becoming increasingly important to provide training in all of these
activity areas and to carry out intensive monitoring of new drugs in
order to evaluate the risk/benefit of medicines. Increasingly, medicines
are being used for off-label indications for specific public health needs
and it is important that sufficient data is available to the national
regulatory authority on safety, efficacy and quality.

5Réé6mmé_ndétion' WHO should coordinate and develop training
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resources in pharmacovigilance and pharmacoepidemiology and expand its
commitment to include training programmes for staff in each of its
regions

WHO has organized training courses on pharmacovigilance throughout
the world. A training course in South Africa, for example, was held to
introduce the concept of pharmacovigilance and pharmacoepidemiology
into HIV/AIDS programmes in Africa. Countries participating were:
Kenya, Malawi, Mozambique, Nigeria, South Africa, Uganda, United
Republic of Tanzania, Zambia. Outcomes of the training included
nomination of a focal point to coordinate activities in the region, and
strategy development including spontaneous reporting in Uganda and
Zambia, cohort studies in Mozambique and Nigeria, or prescription
event monitoring in South Africa and Tanzania.

Recommendation | wHO should provide, upon request, technical advice
and support to Member States on the appropriateness of post-
marketing surveillance plans submitted by sponsors when a medicine is
being introduced to manage a specific public health campaign in that
country.

WHO has responded to specific requests from countries on issues
concerning the safety of medicines. Reports have been published on the
risk-benefit of antimalarial drugs such as chlorproguanil/dapsone.
Safety issues of amodiaquine/ artesunate are currently being analysed
and will be reported later this year. A case-study has been conducted of
safety issues concerning use of herbal products worldwide and
specifically the herbal remedy, kava.

Pharmacopoeias in a changing regulatory environment

Pharmacopoeial standard-setting for starting materials and finished
dosage forms provides the means of ensuring the quality of medicines,
particularly multisource (generic) products. Increased collaboration and
coordination at international level of pharmacopoeial bodies and all
related parties is needed (i) for the development and analysis of quality
control specifications; (ii) to speed up development of pharmacopoeial
specifications; (iii) to address the increasing diversity and complexity of
impurity profiles and limits set at international level, especially for
pharmaceutical starting materials; and (iv) to promote independent and
worldwide validation of analytical methods to ensure the quality of
traded and sourced products internationally.

INTERNATIONAL CONFERENCE OF DRUG REGULATORY AUTHORITIES




Recommendation | n collaboration with those concerned, WHO should

organize an international conference on pharmacopoeial issues to
exchange views and experiences among pharmacopoeial bodies and
regulators. Negotiations are under way to launch the first forum of
pharmacopoeial commissions

WHO has approached Member States interested in organizing a
conference where pharmacopoeial issues can be debated.

Recommendation | in collaboration with parties concerned, WHO should
develop a harmonized approach to providing internationally validated
specifications for medicines for neglected and emerging diseases of
high public health risk.

WHO has developed 20 new international monographs, validated by
national quality control laboratories and WHO Collaborating Centres.
The monographs cover HIV, tuberculosis and antimalarial medicines.
Others, such as oseltamivir for influenza, are under development. All
monographs are published on the WHO medicines website. They are of
particular interest to quality control laboratories and manufacturers
wishing to test the quality of products traded internationally or by UN
procurement agencies and the Prequalification Project.

{ Recommendation } wHO should continue to support the establishment
of international chemical reference substances (ICRS) and assist in their
supply, particularly for medicines used in the treatment of diseases of
high public health impact.

The WHO Collaborating Centre has established 11 new international
chemical reference substances (ICRS) for antiretrovirals. The ICRS, used
together with monographs, are needed for quality control testing. ICRS
have been supplied free of charge to a number of national quality
control laboratories in developing countries.

Regulatory assessment of combination products

Combination products for various diseases have always been used in
medical practice. Today, HIV/AIDS, tuberculosis and malaria are the
major infectious diseases threatening public health and the focus of
many national, regional and global initiatives. Combination therapy is
considered essential for their treatment as well as for the prevention of
drug resistance. Attempts to manage these diseases include the
development of fixed dose combinations (FDC) of individual drugs to be
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administered together in one finished dosage form. Well documented
clinical evidence of the efficacy and safety of the loose combination is
a key entry point for development of any FDC medicine. In 2004, at the
time of the 11th ICDRA, there were no uniform principles, guidelines or
international standards addressing the development and regulatory
assessment of FDCs. Only a few developed countries had specific FDC
regulatory guidelines available and irrational combinations are still
found in several markets. Progress is finally being made.

Recommendation ) WHO is urged to create - as a matter of urgencymodel
guidelines for regulatory approval of prescription-only fixed dose
combination drugs with special emphasis on drugs for communicable
diseases with high public health impact.

WHO Guidelines have now been developed and published using the best
knowledge available internationally in diseases of public health such as
HIV, malaria and tuberculosis. The Guidelines serve as an important tool
for assessments made by the WHO prequalification project and
fixed-dose combination medicines are now included in the list of
prequalified products. The WHO guidelines for registration of fixed dose
combination products are available from the WHO website at
http://www.who.int/medicines..

Regulators, good clinical practice and ethics

Application of good clinical practice (GCP) guidelines assures that
clinical studies on medicinal products meet scientific and ethical
requirements. However, recent advances in medicine may encompass
areas of clinical research not covered by existing GCP guidelines and
this gap should be filled since all clinical research, including research on
gene therapy and biotechnology products, should be conducted under
rigorously implemented GCP. Since data on the safety and efficacy of
innovative products may be limited, it is important that national
regulatory authorities strengthen mechanisms to share knowledge and
experience. Given the increasing tendency to involve vulnerable
subjects in research, there is a special need to strengthen the
application of ethical principles in research carried out in these
populations.

Recommendation ' WHO is requested to gather existing knowledge and
experience of safety, efficacy and quality of innovative biotechnology
products and share this information with Member States.




WHO receives requests from countries for advice on appropriate
regulatory oversight for biological therapeutics. The number of
approved innovative biotherapeutic products is expected to increase
substantially over the coming years. In addition, the imminent patent
expiration of many biotechnology products will result in a substantial
increase in “follow-on" or "biosimiliar" products. WHO is also receiving
requests from countries for advice on appropriate regulatory oversight
for biological therapeutics, since the potential for success of
therapeutic biological products used in treatment of a wide variety of
chronic diseases is being tempered by concerns over quality, safety and
availability.

Experience reported from one regulatory authority showed that
inappropriate quality determinations can lead to life threatening
clinical problems, and adverse drug reactions could occur with a variety
of products. The potential for substandard and counterfeit biotech
products represents an important matter of concern.

WHO initiatives also include a WHO working group on gene therapies,
updating of existing WHO written standards, the establishment of new
WHO written standards to promote and develop appropriate
understanding of risks and benefits from biotechnological products,
continued development of new reference materials and strengthening
of regulatory technical capacity.

WHO will also develop consensus on the global needs, priorities and
potential role for global standardization of biotherapeutics for the
major chronic diseases and also collate information on substandard or
counterfeit biological medicines for chronic diseases. The issue of
biosimiliar biologics was discussed in a meeting prior to the ICDRA held
on 1-2 April 2006.

| Recommendation | WHO is requested to accelerate its work in
regulatory capacity building for assessment of vaccines and medicines
of public health importance and to explore options for providing
external regulatory expert support for assessment of clinical trial
applications in countries with limited resources.

The Developing Country Vaccine Regulators Network is rapidly becoming
a key forum for regulators. At the global level the Network has rapidly
become a key forum for regulators of developing countries where issues
relevant to the clinical evaluation of new vaccines can be discussed in a
frank and constructive way. Topics addressed in 2005 included new TB
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vaccines, HIV Vaccines, rotavirus vaccines and human papilloma virus
vaccines. The opportunity to meet with vaccine developers, trial
sponsors, WHO experts and regulatory colleagues, has increased
awareness of regulatory perspectives regarding development and
registration of new vaccines. At the regional level, regulators from
African countries have participated in several activities planned to
strengthen capacity for evaluation of vaccines during clinical
development and for registration. These activities provide essential
feedback from users of WHO norms and standards.

WHO tools available for capacity building include the Handbook for good
clinical research practice (GCP); and Safety monitoring of medicines:
pharmacovigilance as an essential tool for public health.

Public health needs vs. the marketplace

Development of new drugs is often driven by market forces. Some
medicines for priority disease of public health impact are commercially
unattractive, and this is often because they are unaffordable by poor
populations. Effective mechanisms compensating for this market failure
are needed to bridge the gap. Regulators, together with other
stakeholders, can play an important role in supporting initiatives aimed
at creating new drugs for diseases where there is no market
attractiveness by motivating investment into research and
development. However, there is also a regulatory capacity gap to
overcome, as regulators from developing countries have previously had
limited capacity to advise on drug development or assess the safety,
efficacy and quality of new drugs created for diseases exclusively
prevalent in those settings.

Recommendation | WHO is encouraged to continue cooperation with
Member States, industry and other stakeholders in order to promote
and facilitate development of new treatments for diseases that have
little market potential, in particular for diseases prevalent in
developing countries (neglected diseases). Mechanisms and incentives
should be created for more proactive involvement of national
regulatory authorities in all stages of research and development of
these products.

WHO programmes are collaborating to provide new treatments for
diseases of public health importance. Examples of treatments under
development include clinical trials to shorten treatment regimens for
tuberculosis. Trials have been conducted by the South African Medical

# TWELFTH INTERNATIONAL CONFERENCE OF DRUG REGULATORY AUTHORITIES




Research Council in collaboration with WHO. Other initiatives involve
diseases such as leishmaniasis, African trypanosomiasis, and schistosomiasis.

Recommendation | WHO should continue facilitating regulatory
capacity building and networking among regulators of different
countries in order to empower regulators in countries with limited
resources to take informed and evidence-based decisions.

WHO has provided numerous training workshops for regulators in
different regions and countries. These are either more general or
disease or product specific (in the case of training organized by the
Prequalification Programme). WHO has involved regulators from many
countries in its Prequalification Programme which facilitates capacity
building and networking.

WHO activities in capacity building also cover provision of information
and tools needed to attain regulatory objectives. The WHO Medicines
website contains the information necessary to assist regulatory
authorities.

Safety of herbal medicines

The use of herbal medicines is increasing rapidly worldwide. Although
the reasons for this may vary in different settings, the safety of herbal
medicines is a common global concern. Both public and national health
authorities are committed to making progress in ensuring the safe use
of herbal medicines. This is a very complicated and complex issue
because of differing regulatory requirements, availability and suitability
of technical methods for quality control, post-marketing quality
surveillance, and safety monitoring, the presence or absence of
qualified practitioners and consumer education. Major issues concerning
the safe use of herbal medicines are being addressed by WHO.

Recommendation | The safe use of herbal medicines requires adequate
regulation. Member States should continue to adapt their national
and/or regional regulatory framework, including pharmacovi- gilance,
to the specific requirements of herbal medicines. WHO should continue
to provide support including guidance and training programmes.

WHO has conducted a global survey on progress of countries to regulate
their markets and a document entitled National policy on traditional
medicine and regulation of herbal medicines: Report of a WHO global
survey was published in June 2005.
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WHO guidelines for evidence-based traditional medicine are under
development. Safety monitoring of herbal medicines guidelines have
been published and are also being translated into Spanish and Chinese.
In addition, a WHO interregional training workshop on safety monitoring
for herbal medicines will take place in December 2006 and 2008.

Recommendation ' Quality assurance and quality control of herbal
medicines presents specific challenges. WHO should continue to provide
technical guidelines, particularly for the quality control of combination
products and criteria for reference substances and materials.

The following WHO technical guidelines have been published:

¢ WHO guidelines on assessing quality and safety of herbal medicines
with reference to contaminants and residues.

e WHO GACP monograph for Artemisia Annua L.

e WHO draft guidelines for the selection of substances for quality
control of herbal medicines (outline and key technical issues discussed
at two WHO working group meetings in 2004 and 2005).

e WHO GMP: Updated supplementary guidelines for manufacture of
herbal medicines.

® Quality control methods for medicinal plant materials.

e Support to national capacity building on quality control of herbal
medicines.

*WHO Interregional Training Workshop on GACP and GMP for Herbal
Medicines, held in China, September 2005.

Recommendation ' Awareness among consumers on the benefits and
limitations of herbal medicines needs to be strengthened. Member
States should consider preparing a policy on consumer information and
guidelines on the advertising of herbal medicines. WHO should provide
general guidance to support these activities.

Three WHO linked activities - guidelines, capacity building and training
workshops have been carried out. In particular, the WHO guideline for
development of consumer Information for proper use of traditional and
complementary/alternative medicine is now being translated into
Chinese, French and Spanish. An interregional training workshop on
consumer education is scheduled for 2007.

Recommendation ) providers of traditional/complementary health care
play an important role in the safe use of herbal medicines. Member
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