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To achieve Sustainable Development Goal 3 that 
aims to ensure healthy lives and promote well-
being for all, young or old, as well as the WHO 
priority goal of Universal Health Coverage, will 
require a major effort to scale up the development 
and availability of safe, effective and affordable 
essential medicines which serve the most 
vulnerable and which are adapted to their needs. 

Children today continue to be a highly vulnerable 
and neglected population in low and middle-
income countries: Each year, preventable diseases 
kill 6 million children before their fifth birthday. 
Some important progress has been made over the 
past two decades, notably in halving mortality in 
children under 5. This achievement is due to 
significant progress in the fight against deadly 
diseases affecting the young, the availability of 
more effective medicines and a continued effort to 
ensure access to them. 

However, millions of children still die from treatable 
diseases, suffer chronic infection or permanent 
disability each year due to lack of diagnosis or 
lack of appropriate treatment. Effective solutions 
for their survival and healthy development are 
urgently needed.

Quality-assured and child-friendly medicines, 
which are affordable and can be used within 
integrated community case management 
programmes, are key to designing a 
comprehensive and impactful approach to child 
survival and early childhood development.

After welcoming the panelists and the 
attendants, the Chair thanked the organizers for 
convening a meeting on this important topic and 
reminded the attendants of the sad statistics: 6 
million children die each year, before their fifth 
birthday, from preventable diseases.

Dr Mulwanda kicked off the meeting by 
expanding on the experience in Zambia. In 
Zambia, the under-five mortality rate is estimated 
at 63 per 1,000 live births according to the 2016 
UN Interagency Group for Child Mortality 
Estimation (UN IGME). The top three causes of 
under-five morbidity and mortality in children are 
pneumonia, malaria and diarrhoea. The National 
Health Strategic Plan for 2017-2021 emphasizes 
the attainment of universal health coverage 
through a primary health care approach centered 
on community health and includes, as a priority, 

At the 71st World Health Assembly 2018, a side 
event was organized by Drugs for Neglected 
Diseases initiative (DNDi), the Global Fund to Fight 
AIDS, Tuberculosis and Malaria, Medicines for 
Malaria Venture (MMV) and Unitaid. The event, 
entitled “Every Child, Everywhere: Leveraging 
Innovation for Child-friendly Medicines as a 
High-impact Contribution to Universal Health 
Coverage and Early Childhood Development”, 
provided the opportunity to discuss how best to 
leverage existing therapeutic options, adopt new 
ones, and improve access and use of life-saving 
treatments for children. It also aimed to help identify 
synergies with other child-friendly interventions.

This meeting served as a platform to better 
understand the transformative role that innovative 
treatments are playing in addressing the needs of 
under-served children, seek ways to address the 
current challenges faced on the ground and identify 
what is needed for scaled up access to and good 
use of life-saving treatments by health services, 
caregivers, families and patients. 

the reduction of maternal and child mortality 
rates, malaria elimination, HIV control and health 
care financing, human resources for health and 
infrastructure development. 

To tackle the challenges of access, equity and 
quality, the Government of Zambia has embarked 
on an ambitious program of rehabilitation of 
health infrastructure across the country and is 
moving towards decentralization of the supply 
chain system to address stock outs of essential 
medicines. Human resources for health remain a 
critical component in the provision of quality 
health services and there has been an effort to 
scale up recruitment of health workers in needy 
areas, especially in rural health facilities.

Nevertheless, access to quality, safe,  
efficacious and affordable medicines for  
children still remains a challenge for Zambia and 
children often are given adult formulations 
broken up into smaller parts. This constitutes a 
considerable problem as diseases tend to be 
more severe in children and it is expected that 
high mortality rates in children will persist, 
without proper diagnostics and medicines 
tailored to their needs. 

Introduction Opening remarks

Summary of the Presentations

The Event 

Dr Jabbin Mulwanda, 
Permanent Secretary, 
Ministry of Health, 
Zambia 
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DNDi works with public and private sector 
partners to develop drugs for neglected 
populations. Children are a special population 
when it comes to medical treatment. New 
medicines are generally developed for adult 
bodies, not for children’s bodies, but children 
are not small adults! They have important 
biological differences, and they also have 
special needs when it comes to formulations. 
Babies and small children cannot swallow pills, 
for example, but infant and child formulations of 
the drugs are not as common as they should be. 
As a result, children can be considered a 
neglected population when it comes to drug 
development. 

Neglected tropical diseases disproportionately 
affect children, and there is a persistent 
treatment gap for both: between 2000 and 2011, 
only 4% of all new drugs and vaccines were 
destined to treat or prevent neglected tropical 
diseases. Current drug formulations for 
neglected tropical diseases are poorly adapted 
for paediatric patients, and little incentive exists 
for conventional market-driven research and 
drug development to create new or more 
effective medications for these diseases, 
including for children. 

In the case of visceral leishmaniasis, for 
example, children under 12 constitute between 
50 and 70% of all those affected. To attempt to 
close that gap, DNDi’s efforts have been 

accelerate the development of new antibiotics 
and to optimize current treatments for children. 

These programmes and any approaches 
targeting new or optimized treatments for 
children require the collection of strong 
epidemiological data, development of clear 
target product profiles, and early integration of 
regulatory authorities into research and drug 
development efforts to assure the 
development, safety and uptake of new 
paediatric medicines. 

focused on developing a safe, effective, low-
cost and short-course, oral treatment in children 
that is well tolerated and reduces the burden of 
care on health care providers and caregivers. 

While HIV/AIDS is not considered a neglected 
disease, it has important neglected patient 
populations, including – perhaps surprisingly in 
2018 – children. About 2.1 million children are 
living with HIV globally, but few antiretroviral 
drugs are designed for this population, who 
must take these drugs every day, or for the 
caregivers who must administer them. DNDi is 
working with partners to develop improved 
first-line therapies for children under 3 years of 
age that are safe, easy to administer, well-
tolerated and palatable, heat-stable, readily 
dispersible, and dosed only once daily or less 
often. It would also carry reduced risk for the 
development of drug resistance, be compatible 
with tuberculosis treatment, and affordable. 

We urge the global health community, through 
the World Health Organization (WHO), to 
strengthen the focus of research and drug 
development on paediatric needs, explicitly 
taking into account the differences in the 
biological effects of medicines on children at all 
stages of their development – including 
absorption, renal and hepatic function, and 
pharmacodynamics. 

As an example of a new approach that can be 
taken to design and implement appropriately 
targeted research and drug development 
initiatives, the DNDi-incubated Global Antibiotic 
Research and Development Partnership 
(GARDP), a collaboration with WHO, has 
launched a programme to develop new 
treatments for neonatal sepsis and a paediatric 
antibiotic programme to explore ways to 

We call on WHO Member States to urgently 
implement the recommendations in WHA 
69.20 on promoting innovation and access to 
quality, safe, efficacious, and affordable 
medicines for children, and to integrate 
research and development for drugs that meet 
paediatric needs into the implementation 
roadmaps being developed to address the 
global shortage of, and access to, medicines 
and vaccines, and the Global Strategy and 
Plan of Action on Public Health, Innovation 
and Intellectual Property.

Neglected populations: 
developing child-friendly 
medicines 

Dr Bernard Pécoul,  
Executive Director, Drugs for 
Neglected Diseases initiative (DNDi)

Summary of the Presentations
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There has been enormous progress in the fight 
against malaria in recent years, with the number of 
child deaths dropping by 35% between 2010 and 
2016. However, 285,000 children under 5 years of age 
still died from malaria in 2016. The impact of malaria 
on children goes far beyond mortality, as children who 
survive severe malaria often have to cope with 
life-long consequences, including neurological and 
cognitive impairment.

In 2007, the World Health Assembly issued a 
resolution on Better Medicines for Children which 
promoted child-friendly medicines that meet dosing, 
tolerability and ease-of-administration requirements. 
In 2009, the WHO developed its first Essential 
Medicines List for children, 32 years after the creation 
of the original list, in acknowledgement that children 
are not “mini-adults” and they need to be treated with 
medicines customized to them, and not with 
fractionated doses of adult tablets. This list for the 
first time included a dispersible artemisinin-based 
combination therapy (ACT). The third edition of the 
list, in 2011 also added a second ACT, but its water-
soluble presentation was not yet flavor-masked, so its 
administration remained relatively “unfriendly”.

Considering that two thirds of those who die from 
malaria are children less than 5 years of age, MMV’s 
primary focus is on the needs of children, and it works 
with partners to make sure that its co-developed 
medicines are child-friendly. When MMV begins the 
first studies of a combination therapy, children are 
also tested to enable inclusion of paediatric dossiers 

Unitaid has been including paediatric 
formulations among its priorities since its 
inception and has been closely following the 
opportunities for innovation in child-friendly 
medicines. The objective of Universal Health 
Coverage cannot be achieved without 
increased funding, including through domestic 
financing, human resources and better access 
to medicines. Unitaid’s mission is to maximize 
the effectiveness of the global health response 
by catalyzing equitable access to better health 
products. Unitaid fosters innovation and 
creates the right conditions for introduction and 
expanded access to pioneering medicines, 
diagnostic tests and prevention tools. 
 
A major challenge in paediatric treatments is 
represented by the size of the market, which is 
small compared to that of adult treatments and 
it is sometimes shrinking. For example, there 
are now less children living with HIV because of 
the success with adult treatments and there is 
no major incentive for the pharmaceutical 
industry to invest in this area. This is why 
Unitaid has decided to fill this gap. Another 
issue relates to quality, as often the available 
medicines are of poor quality. This is also true 
for paediatric treatments. The international 
community and affected countries must find a 
way to address this situation, because the work 
that goes into producing new and more 
effective medicines is undermined by the 
competition with poor quality medicines, 

for the first regulatory submission. Paediatric dosing 
of a combination therapy is particularly complicated: 
neonates, for example, metabolize drugs differently 
from children and adults, and they could be 
overdosed or under-dosed by either component drug 
in the compound. Today, there are five WHO-
prequalified combination treatments for children with 
uncomplicated malaria and new medicines for severe 
malaria. Since 2009, MMV and partners have brought 
forward eight new antimalarials that are estimated to 
have saved more than 1.5 million lives. MMV values 
the commitment of partners in making these products 
widely available at an affordable price, and greatly 
appreciates their support in both the procurement of 
products and their adoption in countries.

Challenges remain, however, in the areas of  
increased uptake of effective medicines and research 
into new ones. Prioritizing children in the development 
of new medicines for malaria is a moral imperative 
and a forward-looking research and drug 
development objective.

So how can we ensure that we maintain the gains in 
treating children with malaria? Drug developers need 
to stay focused on children as a key patient target for 
new malaria medicines. Procurement partners must 
prioritize the objectives of the resolution on Better 
Medicines for Children. Practitioners need to get 
access to and use quality medicines for children, and 
be trained in the appropriate dosing requirements and 
treatment protocols. Public health guidance must 
include quality paediatric medicines which have been 
developed to international regulatory standards 
(quality, safety and efficacy) and are in national 
essential medicines lists, and recommend them for 
use in malaria-endemic countries.

obstacles to access and insufficient  
market capacity. 
 
Unitaid is currently making a significant 
investment in diagnostics as well, to ensure that 
paediatric treatments deliver maximum impact, 
and Unitaid-funded projects have increasingly 
emphasized reaching children in need with 
innovative point-of-care diagnosis so they can 
be treated quickly. 
 
At the same time, investment in innovative 
treatments continues. For example, Unitaid has 
recently funded a US$68 million project in the 
malaria-prone Sahel region of Africa aimed to 
administer preventive malarial medicines to 
young children during the rainy season. This 
intervention holds the potential to save 
hundreds of thousands of lives. Taking stock of 
these results, the Global Fund is supporting the 
scale up of seasonal malaria chemoprevention 
in countries in the Sahel region. 

Also, to address tuberculosis in children, as of 
February 2018, 79 countries have ordered 
590,000 treatment courses of new paediatric 
fixed-dose combinations thanks to a Unitaid-
supported grant implemented by the TB 
Alliance and WHO. 
 
Unitaid has invested about US$800 million over 
the last 10 years, it is proud of the impact this 
investment has made and looks forwards to 
continuing to have major impact in the future.

Paediatric treatments for malaria. 
Experiences from Africa  
and other regions

Impact and challenges  
of Unitaid’s paediatric  
portfolio 

Dr David Reddy, 
Chief Executive Officer, Medicines for 
Malaria Venture (MMV)

Dr Philippe Duneton, 
Deputy Executive Director, 
Unitaid

Summary of the PresentationsSummary of the Presentations
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In the area of regulation of medicines and other 
health technologies, WHO’s role is to help ensure 
the products that end up on the shelf are of 
assured quality and can be relied on. In addition  
to taking all necessary measures to support 
access to quality-assured, safe, effective and 
affordable medicines for diseases that affect 
children and adults, WHO works to ensure that 
high-quality clinical trials are undertaken and 
national regulatory systems are strengthened, 
including on pharmacovigilance and post-market 
surveillance. WHO effectively carries out 
assessment and inspection activities for 
medicines through prequalification to ensure 
products procured by international donors are 
manufactured to meet international quality, safety 
and efficacy standards. 

WHO has been involved for long time in addressing 
the issue of better medicines for children, going 
back to the original Better Medicines for Children 
WHA Resolution 60.20 in 2007, which eventually 
led to the Model Lists of Essential Medicines for 
children in 2009, but also to the WHA Resolution 
69.20, promoting innovation and access to quality, 
safe, efficacious and affordable medicines for 
children, which enable WHO to focus on 
prequalification of medicines for children and 
contributing to the Sustainable Development Goals 
by increasing access to quality health care and 
essential medicines, and by supporting research 
and drug development. 

which facilitates national registration of prequalified 
products within 90 days, and the use of the Expert 
Review Panel (ERP), a group of independent 
experts, hosted by WHO, which reviews the 
potential risks and benefits associated with the  
use of finished pharmaceutical or diagnostic 
products which have not yet been pre-qualified by 
WHO or have been approved through stringent 
regulatory mechanism, and make 
recommendations to the Global Fund and Unitaid 
on their time-limited procurement. 

There are many challenges to creating a regulatory 
framework and capacity to evaluate paediatric 
formulations. In addition, there is a continuous 
need for harmonizing the safety/efficacy regulatory 
requirements for paediatric products, working 
closely with many regulators from developed and 
developing countries and also with the International 
Council for Harmonisation. For example, 
establishing a list of excipients that are suitable for 

In this regard, the specific requirements for 
paediatric formulations pose a great challenge, and 
WHO has used this challenge as an opportunity to 
innovate its approach to the procedural aspects 
involved. As per the 2004 WHO guidelines, WHO 
tries to speed up this process by not requiring new 
clinical efficacy/safety data for new fixed-dose 
combinations of existing molecules if these are 
bioequivalent to the mono-component products. 
WHO also applies bio-waivers to the 
Biopharmaceutics Classification System’s 
principles for class 1 or 3 products even if a 
pharmaceutical equivalent comparator product 
does not exist, where sufficient information is 
available to complete an accurate risk-based 
assessment. Ongoing work continues to identify 
active pharmaceutical ingredients eligible for a 
bio-waiver. 

WHO also works with stakeholders and joint 
initiatives taken by pharmaceutical companies or 
product-development partnerships such as DNDi 
and MMV to facilitate prequalification and 
development of unique paediatric products. Other 
areas in which WHO provides assistance to enable 
access to paediatric medicines include providing 
product specific guidance documents to 
manufacturers, organizing pre-submission 
meetings to help applicants meet the 
prequalification dossier requirements, also to help 
identify how bioequivalent studies can be adopted 
to account for paediatric strength and increase the 
visibility of paediatric formulations in the 
Prequalification Expressions of Interest regularly 
organized by WHO to manufacturers for product 
evaluation. 

WHO also works closely with regulatory authorities 
in low-income and middle-income countries to 
speed up the registration process, through the use 
of the Collaborative Registration Procedure (CRP), 

use in paediatrics, or examining acceptability/
palatability of paediatric formulations, will help 
manufacturers to develop needed products. 
Among the ongoing initiatives that address these 
difficulties is the reactivation of the Paediatric 
Medicines Regulators’ Network, a forum to share 
information on challenges, experiences and 
approaches that will enable WHO to meet the 
demands identified. 

Finally, it must be stressed that the whole issue of 
medicines for children requires upstream and 
downstream activities. In this light, the Global 
Accelerator for Paediatric Formulations (GAP-f), a 
collaborative framework which has for the moment 
focused on HIV products, could potentially be a 
model for other therapeutic areas.

The pre-qualification 
process and medicines 
for children 

Dr Emer Cooke, 
Head, Regulation of Medicines and  
Other Health Technologies, World Health 
Organization

2 These are high solubility and high permeability (class 1) and 
high solubility and low permeability (class 3) active 
pharmaceutical ingredients.

Summary of the Presentations
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The Global Fund’s mission is to support countries to 
end AIDS, tuberculosis and malaria. Of the USD4 
billion provided annually to countries, 40% goes into 
health products. Having such a large market share, 
the Global Fund’s Market Shaping Strategy aims to 
leverage this strong position to facilitate supportive 
global markets for health products. This includes 
supporting access to the best medicines for children. 
 
In addition to funding countries, the Global Fund has 
established a Pooled Procurement Mechanism, 
which is a key tool that allows the centralization of 
part of the procurement and an increased leverage of 
the spend. This mechanism represents around 
USD1.2 billion spent annually across 60 countries, 
enabling the Global Fund to negotiate with the 
manufacturers better terms and conditions for 
medicines so as to make them more accessible. 
 
Providing better medicines for children needs to be a 
collaborative effort globally. The focus of the Global 
Fund in relation to the products is to make them more 
accessible once they have been introduced into the 
market and to scale up their uptake. Costs of 
paediatric treatments can be an obstacle, and 
malaria provides a good example of how to overcome 
this challenge. Since early 2016, the Global Fund 
consulted with manufacturers of artemisinin, active 
pharmaceutical ingredients and finished 
pharmaceutical products and partners and ultimately 
developed a sophisticated antimalarial medicines 
procurement strategy for countries participating in 
the Pooled Procurement Mechanism. These 

The Foundation for Innovative New Diagnostics 
(FIND) presented its work on diagnostics as a key 
complementary intervention to developing innovative 
medicines for children. The discussion emphasized 
that diagnostics and active case detection should go 
hand in hand to promote appropriate use of 
paediatric treatments.

The Global Fund clarified the functioning of its 
wambo.org electronic platform, which allows 
countries to place orders based on prices that have 
been negotiated by the Global Fund, including for 
paediatric treatments. 

Various remarks focused on the need to promote 
and support well defined scale-up plans in 
countries, as well as the crucial role of the WHO 
prequalification process and of smooth regulatory 
processes at international and national level. The 
point was made by some participants that, in the 
WHO pre-qualification process, self-assessment by 
countries should be used and factored in. The 
discussion also touched upon the need to develop a 
WHO list of safe excipients as a way to help address 
the toxicity of several excipients.

The challenge of scaling up access to paediatric 
treatments in resource-limited settings was 
highlighted, as well as the need to prioritize 
integrated solutions across disease areas as a 
contribution to health system strengthening.

The Chair praised the fruitful discussion and 
reminded participants of some key points for follow 
up at national and global level: 

•  Children are not small adults and they have been a 
neglected population. There is a humanitarian 
imperative to give children the best treatments 
they can receive. Countries must prioritize their 
children because the future, ultimately, will be in 
their hands.

•  The event shared learnings about efforts and 
innovations that have been developed to better 
address the needs of children. Better medicines 
for children, prequalified by WHO, today exist and 
their use needs to be maximised.

•  Diagnostics for children are a key complementary 
intervention that needs to be developed and made 
accessible hand-in-hand with innovative 
medicines. 

•  Funders, manufacturers and operational partners 
can work better together and identify solutions to 
address cost and constraints, when these exist. 

•  Fiscal policy at national level also needs to ensure 
that treatments for children are not forgotten in 
national budgets for essential medical products. 

countries can now order better formulated 
antimalarials for child patients at no extra cost. 
 
There are two key aspects to consider when it comes 
to paediatric formulations for children. The first is 
availability: if the Global Fund encourages a country 
to adopt a product but manufacturers from whom it 
secures supply do not have the capacity to address 
the procurement need, the imbalance between 
demand and supply becomes a challenge. To 
address this issue, the Global Fund looks at how 
many eligible, WHO-prequalified suppliers are in the 
market for a product and, as a performance indicator, 
sets a minimum target number of pre-qualified 
suppliers per product in order to help ensure its 
availability. The second aspect is affordability: In the 
example of artemether-lumefantrine, a key medicine 
for non-severe malaria, after the dispersible 
formulation of the medicine was made available, 
countries were still choosing the tablet form for their 
child patients because it was cheaper and allowed 
them to treat more people. The Global Fund worked 
on the elimination of the price differential between 
the two formulations, which it achieved in January 
2018, in order make the superior, child-friendly, 
dispersible formulation as affordable as the harder to 
swallow tablets, hence encouraging countries to 
make the switch to the new formulation for their 
young patients.
 
Once the procurement and affordability barriers are 
eliminated, the Global Fund still has an important part 
to play in encouraging countries to use the most 
appropriate treatment. However, the final decision 
remains a responsibility of the countries, and this role 
must be emphasized. Accurate forecasting and 
timely orders by countries can also help a lot, 
particularly on the manufacturing front for production 
efficiency, which translates to reliable product 
availability and reduced pressure on prices for the 
benefit of patients over the long term.

Supporting countries to 
procure treatments better 
suited for children Discussion Closing Remarks

Dr Mariatou Tala Jallow, 
Senior Manager, Sourcing Department, 
Global Fund

Dr Jabbin Mulwanda, 
Permanent Secretary, Ministry of Health, 
Zambia
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Quotes

“6 million children die every year before their fifth 
birthday from preventable diseases, while millions 
more suffer chronic infections or permanent 
disabilities due to lack of diagnosis or treatment”
Dr Jabbin Mulwanda, Permanent Secretary, Ministry of Health, Zambia

“Children are not little adults - they represent a 
neglected population in terms of R&D for medicines.  
A lot of gaps are putting a lot of children at risk”
Dr Bernard Pécoul, Executive Director, Drugs for Neglected Diseases initiative

“A child dies from malaria every 2 minutes. Prioritizing 
children in the development of new medicines for 
malaria is a moral imperative”
Dr David Reddy, Chief Executive Officer, Medicines for Malaria Venture

“We need to make sure when the best adapted 
paediatric products are available they can reach the 
children who need them”
Dr Philippe Duneton, Deputy Executive Director, Unitaid

“We have established a collaborative regulatory 
process – allowing countries access to WHO 
prequalification assessment if they process 
application/register the product in 90 days - many 
countries have used the process for medicines  
for children”
Dr Emer Cooke, Head, Regulation of Medicines and Other Health Technologies, World Health Organization

“The Global Fund is breaking down barriers to 
accessing medicines for every child; for example for 
malaria, through a sourcing strategy we equalized the 
price of non-dispersible tablets and the child-friendly 
dispersible formulation, through the Pooled 
Procurement Mechanism”
Dr Mariatou Tala Jallow, Senior Manager, Sourcing Department, Global Fund
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