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MOXIDECTIN TO FDA APPROVAL

• Mark Sullivan (Founder and Managing 
Director Medicines Development for Global 
Health) 

• Annette C. Kuesel (TDR)
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Public company, not for profit Social Enterprise, registered charity

• Objective: Addressing market gap for product development for global health 
through development to approval and supply of drugs for neglected infectious 
diseases

• Funding: Project income, competitively awarded grants and program 
investments

• Approached TDR about moxidectin status in view of MDGH interest to 
develop it for scabies

• Reviewed data available and decided to take on bringing moxidectin to 
registration

• Received license for all data available to TDR

• Raised US $12 Million loan to invest with US $3 Million of their own funds to 
complete development and prepare submission of NDA to US FDA 
(complementing around US$ 15 Million invested by TDR incl. $$ from APOC)

MEDICINES DEVELOPMENT FOR GLOBAL HEALTH (MDGH)
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BACKGROUND: WHAT HAPPENS BEFORE A NEW DRUG IS 
AVAILABLE TO PATIENTS AND PHYSICIANS/HEALTH SYSTEMS
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WHAT HAPPENED FOR MOXIDECTIN?

Discovery: 
FDAH
TDR Non-clinical research FDAH, Wyeth

In vitro (enzymes, cell cultures), In vivo (mice, rats, dogs)
Primary pharmacology (efficacy), Secondary pharmacology (safety)
Absorption, distribution, metabolism, excretion (drug interactions)
Single dose, multiple dose toxicity, carcinogenicity, genotoxicity
Reproductive/developmental toxicity (single, multiple generation)
Juvenile toxicity

Wyeth, MDGH: Six Phase 1 studies, including
Food effect, milk excretion, drug interaction, cardiac safety

Wyeth, TDR: Comparative Phase 2 study 
(Ghana), n=172

Wyeth, TDR: Comparative Phase 3 study (Liberia, 
Ghana, DRC) n=1472 (to 6 months post enrolment)
TDR: Study completion, data analysis
MDGH: Data analysis and reporting

CMC (Drug substance, drug product development and manufacture)
FDAH , Wyeth,                       Medicines Development for Global Health
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MOXIDECTIN NDA TEAM
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COLLABORATING ORGANISATIONS
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REGULATORY AGENCY SUBMISSIONS/MEETINGS

TDR and Wyeth

UK MCA: 
Development plan

French AFSSAPS: 
Development plan

EMEA: Development plan
Phase 3 plan
Paediatric population plan
CMC plan
Contingency plan

Ghana FDB/FDA: 
Phase 2 study 
Phase 3 study

Liberia MoH: 
Phase 3 study

DRC MdSP: 
Phase 3 study

MDGH 
US FDA
• Pre-IND meeting 
• Clinical meeting
• CMC meeting
• Pre-NDA meeting
• Mid-cycle review meeting
• Late-cycle review meeting

US FDA audits and inspections 
during NDA review

cGMP
• Drug manufacturing site

Clinical
• Ghana Phase 2 and 3 study
• TDR
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SELECTED STATS ON INFORMATION/DATA MDGH ASSEMBLED FOR 
THE NEW DRUG APPLICATION AND FDA REVIEWED

> 400 000 pages

PLUS data sets

submitted to FDA

Reviewed in 6 months 
by 28 FDA staff 

⇒ 525 page summary
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NDA submitted electronically: 
13 October 2017 
(NDA210867)

Accepted for priority review:
13 December 2017

Approved and Priority Review 
Voucher granted:
13 June 2018

NDA REVIEW TIME LINES
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PLANS FOR REGISTRATION IN INTERESTED AFRICAN 
ONCHOCERCIASIS ENDEMIC COUNTRIES

Onchocerciasis endemic countries 
participating in ongoing pilot phase

• Burkina Faso
• Burundi
• Cameroon
• Cote d'Ivoire
• DRC
• Ethiopia
• Ghana

• Malawi
• Mali
• Mozambique
• Nigeria
• Senegal
• Sierra Leone
• Tanzania
• Uganda

WHO facilitation recommended
for products of interest to WHO 
public treatment programmes

Source:
https://extranet.who.int/prequal/content/faster-registration-fpps-approved-sras
http://apps.who.int/iris/bitstream/handle/10665/272452/9789241210195-eng.pdf

...

https://extranet.who.int/prequal/content/faster-registration-fpps-approved-sras
http://apps.who.int/iris/bitstream/handle/10665/272452/9789241210195-eng.pdf
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MORE THAN THANKS

DR. KWABLAH AWADZI

13 JUNE 1939 TO 16 MARCH 2011

DIRECTOR OF THE ONCHOCERCIASIS 
CHEMOTHERAPY RESEARCH CENTER IN 
HOHOE, GHANA

HIS EXPERTISE IN ONCHOCERCIASIS AND 
CLINICAL TRIALS IN O. VOLVULUS INFECTED 
SUBJECTS IN RURAL AFRICA WAS KEY TO 
GETTING ONCHOCERCIASIS CONTROL AND 
MOXI TO WHERE THEY ARE TODAY
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REFERENCES: CLINICAL STUDIES OF MOXIDECTIN

Phase 3 study: Opoku, N.O., Bakajika, D.K., Kanza, E.M., Howard, H., Mambandu, G.L., Nyathirombo, A., Nigo, 
M.M., Kasonia, K., Masembe, S.L., Mumbere, M., Kataliko, K., Larbelee, J.P., Kpawor, M., Bolay, K.M., Bolay, F., Attah, 
S.K., Vaillant, M., Halleux, C.M., and Kuesel, A.C., 2018. Single dose moxidectin versus ivermectin for Onchocerca 
volvulus infection in Ghana, Liberia, and the Democratic Republic of the Congo: a randomised, controlled, double-blind 
phase 3 trial. Lancet (https://www.thelancet.com/pdfs/journals/lancet/PIIS0140-6736(17)32844-1.pdf)
Phase 2 study: Awadzi, K., Opoku, N.O., Attah, S.K., Lazdins-Helds, J., and Kuesel, A.C., 2014. A Randomized, 
Single-Ascending-Dose, Ivermectin-Controlled, Double-Blind Study of Moxidectin in Onchocerca volvulus Infection. 
PLoS.Negl.Trop.Dis. 8, e2953.(https://journals.plos.org/plosntds/article?id=10.1371/journal.pntd.0002953) 
Phase 1 studies:
• Cotreau, M.M. et al., 2003. The antiparasitic moxidectin: safety, tolerability, and pharmacokinetics in humans. 

J.Clin.Pharmacol. 43, 1108-1115.
• Korth-Bradley, J.M. et al. 2012. Relative bioavailability of liquid and tablet formulations of the antiparasitic 

moxidectin. Clinical Pharmacology in Drug Development 1, 32-37.
• Korth-Bradley, J.M.et al.  2012. The effect of a high-fat breakfast on the pharmacokinetics of moxidectin in healthy 

male subjects: a randomized phase I trial. Am.J.Trop.Med.Hyg. 86, 122-125.
• Korth-Bradley, J.M., et al.  2011. Excretion of moxidectin into breast milk and pharmacokinetics in healthy lactating 

women. Antimicrob.Agents Chemother. 55, 5200-5204.
• Korth-Bradley, J.M. et al. 2014. Effect of moxidectin on CYP3A4 activity as evaluated by oral midazolam 

pharmacokinetics in healthy subjects. Clinical Pharmacology in Drug Development 3, 151-157.
• Kinrade, S.A. et al. 2018. Evaluation of the Cardiac Safety of Long-Acting Endectocide Moxidectin in a 

Randomized Concentration-QT Study. Clin Transl.Sci. 
(https://ascpt.onlinelibrary.wiley.com/doi/epdf/10.1111/cts.12583)

https://www.thelancet.com/pdfs/journals/lancet/PIIS0140-6736(17)32844-1.pdf)
https://journals.plos.org/plosntds/article?id=10.1371/journal.pntd.0002953
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• Collaborative Procedure for SRA approved medicines and recommended WHO 
facilitation for products needed in public treatment programmes of interest to 
WHO:  
• https://extranet.who.int/prequal/content/faster-registration-fpps-approved-sras
• http://www.who.int/medicines/areas/quality_safety/quality_assurance/expert_com

mittee/WHO_TRS_1003_full-version.pdf (page 32f)
• http://apps.who.int/iris/bitstream/handle/10665/272452/9789241210195-eng.pdf

(p 39 f, page 353 ff WHO guideline) 

• Moxidectin prescribing information (label) and US FDA review summaries
• https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/210867lbl.pdf
• https://www.accessdata.fda.gov/drugsatfda_docs/nda/2018/210867Orig1s000TOC.c

fm

OTHER REFERENCES
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