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Global impact of neglected tropical diseases (NTDs) Medicines Development for Global Health – a new model for NTD drug development

Gaps in safety, efficacy, cost and distribution of current NTD therapies 
contribute to a significant need for new technologies.

Over the past three decades, less than 5% of new approved products were 
indicated for NTDs (Trouiller, P. et al, 2002; Pedrique, B. et al, 2013)

Overcoming underinvestment in drugs for NTDs

Investment into NTD R&D has been incentivized. 
Push incentives: decrease R&D costs through upfront financial support.
Pull incentives: reward development through increased returns.

Push 
mechanisms

Pull 
mechanisms

Government tax subsidies.
Orphan drug programs conferring market exclusivity.

The PRV, which can be sold, entitles the bearer to expedited US Food and Drug Administration (FDA) 
review, cutting the review period by up to 6 months. 

However, as PRVs have been awarded and redeemed, some concerns have been raised by 
the NTD R&D community.

The PRV as an agent of change – The development of moxidectin for onchocerciasis 

NTDs present Causing premature death, disability, social stigma and 
reinforcing poverty.

VirusesProtozoaHelminthsBacteria Arthropods

More than 1 billion people affected

More than 3 billion people at risk
of infection by one or more NTDs.

Drug development is time consuming, costly and risky. Investment into research and development (R&D) 
is predicated on potential financial return.

Cost and lack of financial return are barriers to investment in the development of new 
NTD products.

The priority review voucher (PRV) program aims to increase the number of NTD 
technologies by rewarding sponsors who successfully register a drug that targets an eligible 
disease (Ridley, D. et al, 2006).

Rewarding drug development with a Priority Review Voucher

Multiple drug development models are contributing to the increased development of treatments and interventions required for the 
control, elimination and eradication of NTDs.

Product development partnerships
Not-for-profit development support

Biotechnology companies
Value creation in early development

Pharmaceutical companies
R&D

Pooled private and public funding
Funding allocated according to 
stakeholder priorities
Collaborative partnerships with 
academia and industry

Seed capital or grants
Proprietary product development
Partnership with pharmaceutical 
companies

Internal funding
Proprietary product development
In-house expertise at all stages of 
development

Medicines Development for Global Health
Not-for-profit drug development

Sustainable impact investing model
New and improved medicines for those who need 
them most
Lean and flexible virtual drug development

Moving towards elimination of onchocerciasis requires new treatments.

Significant progress has been made in reducing the prevalence of onchocerciasis, but it remains a serious cause of morbidity and 
mortality.

$200K-$500K/study
$25M total $15M

$5M

$15M

$4M

Drug 
discovery

Preclinical Clinical Regulatory 
affairs

Manufacture

3-6 years 6-7 years 0.5-2 years

Phase II

Phase III

Phase I

Cost $74M*
*Excludes drug discovery, 
overhead, marketing and 
surveillance costs

Time: 9.5-15 years

Risk: For every 10,000 
compounds, 1 will reach 
the market 

$2M/study
$10M total

Financial return

Cost to patient

Despite their spread And despite their impact

Drugs capture more market share.

FDA approves drug 
for eligible disease PRV granted

Sale or transfer 
to a new 
sponsor

Use  by original 
sponsor

Priority review 
for any new drug

Original sponsor receives proceeds of sale 

NTDs

Rare pediatric diseases

Drugs reach the market sooner.

Drugs remain on the market for longer.

Drugs already registered outside the US 
have been awarded PRVs.
Evidence of new investment into NTD 
drug development is lacking to date.

Legislation does not ensure PRV-
eligible treatments are made 
available or affordable.

Drugs may not be available to 
those who need them most

The incentive offered by the PRV appears 
to have had limited success promoting 
new drug approvals.
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Endemic onchocerciasis

Onchocerciasis eliminated

100M
at risk

20-30M
infected

Visual impairment

Blindness

Pruritus, rash

Severe skin 
damage 

Dermal Ocular

SymptomsOnchocerca
volvulus

Black flies
Simulium sp.
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Moxidectin
A PRV candidate and 
promising new therapeutic 
option for onchocerciasis

Macrocyclic lactone. 
Selectively binds to parasite glutamate-gated chloride channels.
High lipophilicity and long in vivo half-life.
Used to treat common parasite infections in animals. 
Well-tolerated and highly efficacious at reducing O. volvulus in 
patients.

The PRV and global health potential attracted development-enabling investment for moxidectin from the Global 
Health Investment Fund (GHIF).

PRV granted
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Preclinical and clinical 
development 

Moxidectin 
development 

initiated

Moxidectin 
development stalled due 

to change of 
collaborators

New not-for-profit 
co-sponsor sought by 

WHO/TDR

Complete development 
and

Complete registration

Sale of PRV to provide
• Return on GHIF investment.
• Further investment into MDGH.

The proceeds from the sale of the PRV will support global access to moxidectin and establish a drug 
development fund.

MDGH has committed to ensure access and availability to moxidectin for onchocerciasis.
PRV funds will be used to secure the supply of moxidectin in low- and middle-income 
countries, ensuring affordable and sustainable drug delivery.

Moxidectin will be available to those who need it most.
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The PRV will assist MDGH to establish a significant fund to support further development 
of neglected disease initiatives and research.
Funds will support ongoing development of moxidectin for other NTDs including 
lymphatic filariasis, strongyloides, soil transmitted helminths and scabies.

New medicines will be developed to treat NTDs.
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The proceeds from the PRV sale will make MDGH one of the world’s largest 
independent philanthropic organisations dedicated to developing affordable 

medicines to address global health priorities.

The potential reward of the PRV provides a significant incentive to invest in NTD R&D.

About

Medicines Development for 
Global Health
http://www.medicinesdevelopment.com

Formed in 2005 in 
Melbourne, Australia.

An independent not-for-
profit global health company 
with the mission to put new 
and improved medicines into 
the hands of people who 
need them most.

Global Health Investment 
Fund

http://www.ghif.com/

Private social impact 
investment fund backed by 
a diverse group of sponsors, 
guarantors and donors.

Mission to finance late-
stage drugs, vaccines and 
diagnostics for diseases that 
disproportionately burden 
low-income populations. 

Public health challenges 
targeted by the GHIF 
include malaria, 
tuberculosis, HIV/AIDS, 
cholera, maternal and infant 
mortality and other 
neglected infectious 
diseases

World Health Organization 
and Special Programme for 
Research and Training in 
Tropical Diseases 
(WHO/TDR)

http://www.who.int/tdr/en/

TDR is hosted at the World 
Health Organization 
(WHO), and is sponsored 
by the United Nations 
Children’s Fund (UNICEF), 
the United Nations 
Development Programme 
(UNDP), the World Bank 
and WHO.

Global programme of 
scientific collaboration that 
helps facilitate, support and 
influence efforts to combat 
diseases of poverty

Research on moxidectin 
was initiated by TDR in the 
late 1990s with support of 
the Onchocerciasis Control 
Programme (OCP) and the 
African Programme for 
Onchocerciasis Control 
(APOC)

Is financially self-sustaining 
by using funds in excess of 
running costs for the 
development of medicines 
and vaccines that may have 
limited commercial 
opportunity.
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Follows a new model for 
drug development 
combining the methods and 
rigor of the pharmaceutical 
industry with a philanthropic 
and impact investment 
funding model.

Government grants.
Philanthropic investment.

Procurement funds or agreements.

Prizes (priority review voucher)
Transferable intellectual property rights.

Time

Leishmaniasis
Impavido

Knight TherapeuticsMorquio A syndrome
Vimizim
Biomarin

Sold for $67.5M to 
Regeneron/Sanofi SA

Sold for $125M to 
Gilead

Rare bile acid synthesis 
disorders
Cholbam

Asklepion/Retrophin

Sold for $245M 
to Sanofi SA

High risk 
neuroblastoma

Unituxin
United Therapeutics

Sold for $350M 
to AbbVie

Potentially sold for 
up to $250M to 

Gilead

PRV awarded for

NTD

Rare pediatric disease
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WHO granted MDGH 
the worldwide license 
to register moxidectin 

$10M GHIF 
investment for the 

moxidectin program
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