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WHO in action 
Chinese herb against malaria 
Extracts from the Qinghao plant 
(Artemisia annua) have been used in 
Chinese traditional medicine for over 
2000 years to treat the chills and fever 
associated with malaria. In the 1960s 
the Chinese authorities, in search of 
new drugs, ordered a systematic 
examination of indigenous plants used 
in traditional remedies. In 1972 
Chinese scientists working with 
qinghao isolated the active 
constituent, artemisinin, which was 
found to be active against malaria 
parasites. 

From the early 1980s WHO started 
to collaborate with Chinese 
researchers in developing drugs 
derived from qinghao. Three 
compounds, arteether, artemether and 
another derivative, artesunate, look 
especially promising. In China, 
scientists have already taken the lead 
in developing artemether. Over 2 
million doses of the drug have been 
administered in Chinese clinics and in 
countries outside China, confirming 
its efficacy, especially in the 
dangerous cerebral type of malaria. 
WHO's Programme for Research and 
Training in Tropical Diseases (TOR) 
will be supporting clinical trials with 
artemether which are due to start in 
Kenya, Nigeria, Malawi, Papua New 
Guinea, Thailand, and Vietnam, 

While continuing to help Chinese 
scientists develop information needed 
for drug registration of artemether 
outside of China, TOR has been 
supporting work with arteether. As 
part of a TOR-financed collaborative 
research programme with the Waiter 
Reed Army Institute of Research in 
Washington D.C., USA, TOR has 
completed the preclinical trials of 
arteether. 

The first human clinical trial to 
study the toxicity of arteether in 
healthy volunteers is ready to go 
ahead. It will take place in the 
Netherlands, following an agreement 

between the Dutch Ministry of 
Development and Cooperation, the 
World Health Organization, and the 
Dutch pharmaceutical company ACF 
Beheer. In order to ensure that the 
drug will be affordable in developing 
countries, the company has agreed to 
manufacture the drug with a defined, 
small margin of profit. 

Drug quality and accessibility 
go hand in hand 
If you take a tablet for a headache and 
it doesn't work because it's fake, 
that 's disturbing, but not life 
threatening. But if the "antibiotic" 
prescribed for your seriously ill child 
is just made of chalk because it's 
counterfeit, the consequences could be 
disastrous. And if you can buy over 
the counter in your local pharmacy or 
store a drug which, unknown to you, 
could have severe side-effects, then 
you might sustain long-term injury. 

When governments take action to 
increase people's access to essential 
drugs they also have to take steps to 
ensure drug quality and control. In 
settings where regulation and 
enforcement are weak, counterfeit 
drugs can be common. Drugs may 
also be unsafe and ineffective due to 
poor manufacturing procedures and 
equipment, or problems arising during 
storage and distribution, and the lack 
of an adequate system to monitor 
quality, marketing and dispensing. 

The objectives of drug regulation 
at the national level are frequently ill
defined. Legislation is often 
inadequate, and the existing 
administrative structure may not 
address immediate needs. This means 
that unsafe or spurious drugs can enter 
the country or be manufactured locally 
creating potentially serious problems 
in health care. It may also mean that 
there is little or no effective control to 
ensure that pharmaceutical 
information and promotion are 
accurate and ethical. 
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Currently, WHO's Action 
Programme on Essential Drugs is 
working with countries to strengthen 
national drug regulatory capacities and 
to ensure that the drug supply 
infrastructure has in-built measures for 
quality assurance. Upgrading storage 
and distribution facilities and 
improving inventory controls can 
minimize quality problems arising 
from delays or inappropriate handling 
conditions. Instituting WHO's 
Recommended Good Manufacturing 
Practices within local manufacturing 
firms can prevent quality problems 
before they arise. An effective drug 
regulatory authority, which includes 
drug registration and inspection, 
should be the cornerstone of the 
system. Preferably, countries should 
also have a quality control laboratory 
to undertake drug testing. 

WHO is assisting governments in 
many parts of the world to improve 
their systems of quality assurance 
through such activities as training 
courses, guiding principles for small 
regulatory authorities, the 
development of simple computerized 
registration systems, and the setting up 
of national or regional quality control 
laboratories. Support to regional 
networks aimed at harmonizing drug 
regulatory requirements, fostering 
trade in locally manufactured 
medicines, and impeding international 
commerce in substandard products is 
also part of this international 
collaboration. 

WHO's Certification Scheme on 
the Quality of Pharmaceutical 
Products moving in International 
Commerce also has an important role 
to play in ensuring that drugs are of 
good quality . The scheme - to 
which 112 countries are signatories -
enables importers to find out whether 
the supplier meets WHO's 
requirements for good manufacturing 
practices in regularly inspected 
factories, and whether the drug is 
registered in the exporting country. 
WHO is working to strengthen the 
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abilities of national authorities to 
transmit, receive, and digest the 
information which the scheme 
provides. 

Quality assurance is a necessity, 
not a luxury. Governments have a 
responsibility to monitor and control 
the often powerful pharmaceutical 
substances they permit to be 
manufactured, imported and 
marketed. However, many Third 
World countries have not yet been 
able to put in place a comprehensive 
and enforceable drug regulatory 
system. In this situation, developed 
countries have a particular 
responsibility not to use double 
standards and market shoddy or 
dangerous products, with misleading 
or incomplete product information, 
which would be unacceptable in a 
country with a well-developed 
regulatory system. 

Getting the right treatment 

When a doctor or other health worker 
gives you one or more drugs, you 
want to be sure that these will be safe 
and effective for your particular 
complaint. 

In practice this is not always easy 
because prescribing is a complex 
procedure involving many steps in 
decision-making. Doctors and other 
health workers need to know not only 

which drug to prescribe .for you but 
also how much of it you should take. 
This will depend on many factors such 
as your weight, age, ethnic origin, any 
other disease you may have, and any 
other medicines you may be taking. 
For example, if you are a woman 
taking the contraceptive pill, other 
drugs which are broken down in the 
liver may reduce the pill 's efficacy, 
which could result in an unplanned 
pregnancy. 

Sadly, in many countries health 
workers (including doctors) often do 
not have up-to-date knowledge of the 
drugs they prescribe, and this leads to 
a great deal of unsafe and 
inappropriate medication. 
Governments and families will often 
spend scarce resources on unnecessary 
drugs. For example, most of the 
antidiarrhoeal medicines used for 
acute diarrhoea in children have no 
proven value, but they are still 
frequently prescribed. Similarly, many 
expensive antibiotics are prescribed 
for confirmed bacterial chest 
infections when cheaper, equally 
efficacious antibiotics are available. 

WHO collaborates with countries 
through a wide range of information, 
education and training activities to 
improve prescribing practices and 
ensure that people always receive the 
correct medication. The Action 
Programme on Essential Drugs assists 
countries in the development of 
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therapeutic manuals, standard 
treatment guides based on national 
essential drug lists, and training 
materials. And a series of 
publications, called WHO Model 
Prescribing Information, prepared by 
the Organization's Pharmaceuticals 
Programme, provides up-to-date and 
independent clinical information on 
essential drugs, which is directed to 
governments for adaptation according 
to local circumstances. One example 
is Drugs used in Parasitic Diseases, 
which has recently been reprinted in 
India. • 

Getting the right treatment is of paramount importance for vulnerable groups such as pregnant women and children. 


