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Supporting WHO HAT elimination goals 

WHO set goals for Global Elimination of sleeping 

sickness by 2020, supported by London 

Declaration (2012) 

DNDicontributes by:

ï Developing two new oral treatments for both stages of 

the disease

ï Supporting mobile teams for the village screening

ï Preforming capacity building 

ï strengthening clinical staff competencies
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Sleeping sickness: Two new treatments in development to support 

sustainable elimination

13 years ago

Melarsoprol:

Toxic, resistant

Eflornithine: 

14 Days IV infusion

Since 2009

NECT= nifurtimox+ 
efflortinitne
Improved therapy

2018?

Fexinidazole

once daily Oral 
treatment  for 10 
days

2020?

SCYX-7158
Single-dose, 
oral treatment
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By 2018, DNDi aims to deliver an oral, safe, effective treatment 

for both stage 1 and stage 2 g-HAT disease 

Target product profile (main points): 

ÅEffective against stage 1 and 2

ÅBroad spectrum (T.b. gambienseand T.b. rhodesiense)

ÅNon inferior efficacy to NECT in T.bgambiense

ÅSafe in pregnancy and for lactating women

ÅAdult and paediatric formulations 

ÅNo need for monitoring of AEs

Å10 days p.o.once daily (equal to NECT)

ÅStability in zone 4 for >3 years

ÅCidal

Å!ŦŦƻǊŘŀōƭŜ ŀƴŘ ғмллϵκ ŎƻǳǊǎŜ
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Å ! ŎƘŜƳƛŎŀƭ Ŝƴǘƛǘȅ ΨǊŜŘƛǎŎƻǾŜǊŜŘΩ ǘƘǊƻǳƎƘ 
compound mining

Å Once daily  ORAL administration with food for 10 
days 

Å 600 mg tablets
- Loading dose on D1-D4,  3 tablets /day + 
- Maintenance dose on D5-D10, 2 tablets /day

Fexinidazole

PARTNERS: BaseCon; BertinPharma; Venn Life Sciences; Cardiabase; 
MSF; PhincDevelopment; National Control Programs of the Democratic 
Republic of Congo and the Central African Republic; RCTs; Sanofi; Swiss 
Tropical and Public Health Institute; SGS; TheradisPharma
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Fexinidazole- 4 clinical trials on going 

DNDiFEX004 protocol V3.0,

Protocol DNDi/HAT FEX005 & 006 & DNDI-fEX-O9-HAT

FEX004: Single blind Pivotal phase II/III randomized versus NECT
NCT01685827 Stage 2 g-HAT in adult patients (n=390)

FPI  Nov 2012 
LPO Nov 2016 (18 months  FU)

FEX005:               Open, adult patients stage 1 and early stage 2 g-HAT (n=230)
NCT02169557    FPI  June 2014 

LPO Nov 2016 (12 months FU )

FEX006: Open, children 6-14 years old + > 20kg bodyweight
NCT02184689    Stage1 and Stage 2 g-HAT patients (n=125) 

FPI  June 2014 
LPO  Dec 2016 (12 months FU )

FEX009: Open, implementation study  in-patients  + out-patients cohort 
(N=170) all stages  g-HAT patients Adult + children 

FPI started Nov 2016
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