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Malaria Drug Therapy:

Supporting National Programmeme Policy
Background:

The therapy of malaria illness is a key element of the Roll Back Malaria (RBM) programme approach.  The RBM Abuja target for malaria therapy states “at least 60% of those at risk, particularly children less than 5 years old will benefit from prompt access to effective antimalarial therapy within 24 hours of onset of symptoms”.  

A majority of children die of malaria at home without receiving adequate therapy.  The challenges to attaining the Abuja target are multiple:

· There must be an efficacious malaria drug either in the home or near the home when the child becomes ill

· The drug must be affordable for the caretaker

· The caretaker must recognize the illness as potential malaria and provide the appropriate dose of the drug along with supportive care

· The caretaker must recognize when the illness is severe or not improving and have the means to take the child for healthcare

For over two decades resistance to commonly used drugs against Plasmodium falciparum has been an evolving public health challenge to malaria control in Africa.  Chloroquine resistance is present throughout most of Africa with the exception of some sub-Sahel zones in West Africa.  Further, resistance to drugs that have been introduced to replace chloroquine (e.g. sulfadoxine/pyrimethamine or S/P) is developing.  

Currently, the debate around the formulation of malaria drug therapy policy has several elements, each of which needs to be addressed to assure optimal therapy and prevention of malaria.  

· It is necessary to have accurate monitoring of drug efficacy against P. falciparum in sub-regions of the Africa region.  

· The diagnosis of malaria, especially in the community setting, is very difficult, and generally it is not possible to accurately distinguish malaria from other causes of life-threatening febrile illness. A proportion of febrile illnesses will therefore be treated as malaria when they are due to other causes and vice versa.

· National programmes require information on the cost, supply, quality, and safety of candidate malaria drugs to assess whether particular drugs can be incorporated into a national programme.  

· An increasing problem for assuring effective malaria therapy stems from the extensive problem of fake and substandard pharmaceuticals in Africa.  It has been estimated that perhaps one-third of antimalarials may be fake or substandard in several countries most affected by drug resistance.

· Compliance issues, related to dosing requirements acceptability and affordability

Current Status:
During the past 5 years, there has been great attention to monitoring the spread and intensification of chloroquine resistance from east to west in Africa south of the Sahara.  Of note, several east Africa nations have responded to data demonstrating that chloroquine no longer is efficacious by changing their lead drug for malaria therapy to sulfadoxine-pyrimethamine (Fansidar).  Malawi made this change in 1993 and has demonstrated a significant decrease in child mortality (DHS), and no measurable increase in drug-associated adverse effects.

The RBM partnership has worked to develop a consensus on the basic principles that should guide national programmes in formulating malaria therapy policy.  However, lack of consensus among RBM representatives about the duration of efficacy, safety, and alternatives to S/P has impeded the ability of national programme authorities in developing policy.  The reality is that there are few substantially more efficacious drugs that are currently available in sufficient quantity and in the price range of Fansidar. Some national programmes have retained chloroquine as the mainstay for malaria therapy even as there is clear evidence that this is associated with increased malaria mortality.

Recently WHO has disseminated policy guidance for Africa that recommends drug combinations that contain artemisinin compounds as the optimal therapy for malaria. This shift in approach has developed from research that suggests, but to date has not been proven, that drug combinations will slow the evolution of resistance to the component drugs.  Further, the relevant experience is from Southeast Asia, where health services are substantially more developed and malaria epidemiology very different than in Africa.  The crux of the issue is that artemisinin-containing drug combinations are not currently available, and are not yet approved for use in pregnant women and young children, the two population groups most at risk in Africa.

The result has been to weaken confidence in S/P, even in areas where it is efficacious, without providing a readily available, affordable, and demonstrated safe alternative.  In addition, the use of S/P for IPT in pregnant women and the potential for its use in infancy are jeopardized by the debate over the optimal malaria drug policy.  

Support to Countries in National Malaria Therapy Policy: UNICEF’s Role
Across the Africa region, national programmes are addressing how to formulate national malaria therapy policy, with the primary goal to assure prompt access for vulnerable populations to a highly efficacious malaria treatment.  Support to national policy makers needs to emphasize the need for current information on drug sensitivity patterns in P. falciparum and the availability, by importation or local production, of appropriate drugs.  

The development of data that support malaria therapy policy is primarily a responsibility of WHO and collaborating technical agencies.  UNICEF has the mandate to serve as the advocate for and voice for national programmes relating to the need for a coherent policy framework addressing the procurement, financing, and distribution of efficacious malaria drugs in the context of consensus regional policy guidance.

UNICEF should work proactively with WHO to assure that rational malaria drug policy guidance is available to national policy makers.  This could include the convening of sub-regional national programme leaders with WHO/UNICEF teams to coordinate the development of guidance and information sharing among national programmes.

Childhood malaria must be managed in an integrated approach with other potentially fatal illnesses, most notably pneumonia, and this will require continued emphasis on the important potential contribution of IMCI to lowering childhood mortality.

The unique drug procurement and distribution capacity at UNICEF is critically important for the RBM programme implementation in Africa.  In the future, malaria drugs will cost more than chloroquine and S/P, and the international community must address the financing of malaria drug procurement with this perspective.  The GFATM can play a pivotal role in making substantially more effective therapy available where lives can be saved.

For the UNICEF procurement network to be effective, we must work closely with WHO and other partners to assure that there is consistent policy guidance and dialogue with national programme leaders.  

Summary:
For the foreseeable future, malaria drug therapy policy will require compromises and a focused commitment to delivering an affordable and as efficacious as feasible drug to individuals at greatest risk of dying of malaria.  

Many African children will die needlessly as long as they receive a drug (e.g. chloroquine) that lacks efficacy in treating life-threatening malaria.  Tragically, at least as many African children will die of malaria without receiving any drug, because their malaria illness was not recognized or their caretaker could not afford or did not have access to therapy.  

The way forward is to support national policy that addresses the broad range of programme capacities required to assure that effective malaria therapy is available near where patients become sick.  To accomplish this policy objective, national policy makers and programme managers will benefit from support in the following areas:

· Drug procurement and pricing

· Drug distribution in both public and private sectors

· Integrated approaches to assessment and management of sick/ febrile patients

· Referral systems and the management of severely ill patients

· Health systems for the delivery of preventive uses of malaria drugs, especially for young children and pregnant women

· Malaria drug efficacy

While new and more efficacious drugs and drug combinations hopefully will become affordable and available in Africa in the future, policy and improved services for child survival cannot wait for that day.  There must be a coordinated commitment to optimising the use of currently available drugs, to support the development of effective drug procurement and delivery logistics that will sustain irrespective of the drugs being recommended.  Realistically, more lives will be saved by the appropriate delivery of a 50% efficacious malaria drug to 90% of sick children than would occur by the delivery of a 100% efficacious therapy to 10% of sick children.

It is critical for RBM Partners to develop and speak from a consensus position in advising national malaria therapy policy.  Great progress toward the Abuja Goal can be made in this way. 

Readings:
· 20th WHO Expert Committee on Malaria, WHO 03/24/00 09:59:30; chapter 3.

· WHO Secretariat to the RBM Partnership: Implementation of New Antimalarial Treatment Policies in Africa; February 28 2002.

