
U.S. FDA APPROVES MOXIDECTIN FOR THE TREATMENT OF RIVER BLINDNESS 
NOT-FOR-PROFIT BIOPHARMACEUTICAL COMPANY RECEIVES FDA APPROVAL FOR A NEW 
RIVER BLINDNESS TREATMENT.  

MELBOURNE, GENEVA, and NEW YORK, Wednesday, June 13, 2018 - Medicines Development for Global 
Health (MDGH) and the World Health Organisation Special Programme for Research and Training in 
Tropical Diseases (TDR) announced today that the United States (U.S.) Food and Drug Administration 
(FDA) approved moxidectin 8 mg oral for the treatment of river blindness (onchocerciasis) in patients 
aged 12 years and older1. The FDA has also awarded MDGH a priority review voucher (PRV).  

River blindness is caused by a parasitic worm, Onchocerca volvulus. The disease manifests as severe 
itching, disfiguring skin conditions and visual impairment, including permanent blindness, caused by the 
worm’s larvae (microfilariae). The approval of moxidectin was based on data from two randomized, 
double blind, active controlled clinical studies2,3. Each study met its respective primary endpoints, 
showing a statistically significant superiority of moxidectin over the current standard of care, ivermectin, 
in suppressing the presence of the microfilariae in skin. Full results from the Phase III study were 
published in the Lancet in January 20183 and a safety summary is provided below.   

“FDA approval is a momentous achievement for any biopharmaceutical company, but it is a particularly 
rare and exciting event in the neglected diseases setting” said Mark Sullivan, Founder and 
Managing Director of MDGH. “It takes a broad community to develop a new medicine. FDA approval 
represents decades of work by thousands of scientists, disease control specialists, expert advisors, 
community health workers, funders and study participants. We particularly acknowledge the 
US$13 million investment from the Global Health Investment Fund (GHIF) as well as the extraordinary 
persistence and dedication of the team at TDR, without whom this would not have happened.” 

TDR (the UNICEF/UNDP/World Bank/WHO Special Programme for Research and Training in Tropical 
Diseases) was instrumental in the development of moxidectin. “We are delighted about the FDA’s 
decision,” says TDR Director John Reeder. “It is a milestone toward the river blindness endgame and our 
objective to enable African countries to integrate moxidectin into their elimination strategies.” 

This approval is the result of a paradigm-changing approach to the development of new medicines for 
neglected diseases, enabled by the PRV program. “As neglected tropical diseases are endemic in low and 
middle-income countries, there are limited markets for medicines. Therefore, finding investors willing to 
support development in these diseases is extremely difficult” added Mark Sullivan. “However, the 
introduction of the FDA’s neglected diseases PRV program has created a market around neglected 
diseases.” 

The PRV legislation was designed to encourage development of new drug and biological products for 
neglected diseases. The PRV, a saleable item, permits the holder to accelerate the review of a new drug 
application (NDA) from the standard 10 months to 6 months. This time saving has significant value to 
the pharmaceutical industry, thus creating an indirect market for neglected disease treatments.  

Dr. Reeder added, “This voucher to MDGH exemplifies the original spirit of the programme – to create 
incentives for research and development in neglected diseases.” 

MDGH is the first not-for-profit company to register a medicine through the tropical disease PRV 
program. "This is exactly what we had in mind when we proposed the PRV program," said Duke 
University’s Professor David Ridley, an author of the 2006 paper on which the voucher scheme is based. 
"The voucher incentive helped Medicines Development for Global Health attract funding to complete 



testing and registration for a drug that had been on the shelf. I’m delighted that the voucher program is 
playing a role in treating patients with river blindness, and one day eliminating the disease.” 

“Achieving FDA approval is a critically important milestone for moxidectin, but our work to bring this 
medicine to those who need it most continues in earnest,” concluded Mr. Sullivan. “MDGH plans to 
provide the community with additional data, including data in younger children. We are here for the full 
journey – we have committed our skills and resources to play our part in ridding the world of this 
disabling disease.”  

About River Blindness 

River blindness is caused by the parasitic worm Onchocerca volvulus, which is transmitted from person 
to person by black flies that breed in fast flowing rivers in sub-Saharan Africa, Yemen and small foci in 
South and Central America. The association of rivers and streams, together with the worst manifestation 
of O. volvulus infection, blindness, led to the adoption of the more commonly known term for the 
disease, “river blindness”. The millions of larvae (microfilariae) released by the infecting adult parasites 
invade skin and eyes where they can cause severe manifestations, including permanent blindness, 
itching and disfiguring skin conditions. Nearly 200 million people are at risk for river blindness, and more 
than 99% of people infected live in sub-Saharan Africa. Chemotherapy with ivermectin (Mectizan®, 
donated by Merck, known as MSD outside the United States and Canada), previously the only drug 
currently approved by the FDA for onchocerciasis, is the current standard approach to onchocerciasis 
control and elimination. Ivermectin has significantly reduced the disease burden, but new treatment 
options are needed to accelerate progress toward eliminating parasite transmission.  

About Moxidectin 

Moxidectin is a macrocyclic lactone anthelmintic medicine that selectively binds to the parasite's 
glutamate-gated chloride ion channels. These channels are vital to the function of invertebrate nerve 
and muscle cells. Moxidectin has activity against O. volvulus microfilariae but does not kill adult 
O. volvulus parasites.  

Patients with river blindness administered moxidectin experienced adverse events consistent with those 
associated with efficacy. The nature and severity of adverse events in moxidectin recipients was similar 
to ivermectin. The most common adverse reactions (incidence > 10%) were: eosinophilia, pruritus, 
musculoskeletal pain, headache, lymphopenia, tachycardia, rash, abdominal pain, hypotension, pyrexia, 
leukocytosis, influenza-like illness, neutropenia, cough, lymph node pain, dizziness, diarrhea, 
hyponatremia and peripheral swelling1.  

The efficacy of repeat administrations of moxidectin has not been assessed. Moxidectin is supplied as 
2 mg tablets for administration as an 8 mg dose per oral to patients at least 12 years of age with 
O. volvulus infection. 

Please see full Prescribing Information, available at Drugs@FDA 

More about the Partners 

About TDR: TDR, the Special Programme for Research and Training in Tropical Diseases is a global 
programme of scientific collaboration that helps facilitate, support and influence efforts to combat 
diseases of poverty. It is hosted by the World Health Organization and is sponsored by the United 
Nations Children’s Fund, the United Nations Development Programme, the World Bank and WHO. 



About MDGH: Medicines Development for Global Health is a biopharmaceutical company 
headquartered in Melbourne, Australia. Established in 2005, this unique organization is dedicated to the 
development of affordable medicines and vaccines for neglected diseases prevalent in low and 
middle-income countries. MDGH is a not-for-profit, social enterprise.  

About GHIF: the Global Health Investment Fund is a $108 million social impact investment fund designed 
to provide financing to advance the development of drugs, vaccines, diagnostics and other interventions 
against diseases that disproportionately burden low- and middle-income countries. The GHIF seek 
opportunities that have a clear impact on public health in developing countries but also have value in 
high-income countries.  

About the Priority Review Voucher (PRV) Program 

More information on the PRV program is available at: www.priorityreviewvoucher.org and 
www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm534162.htm 
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