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Supporting WHO HAT elimination goals
I I ‘ ‘ “;'lACIELERATING WORK

TO OVERCOME THE GLOBAL IMPACT OF
NEGLECTED TROPICAL DISEASES

A ROADMAP FOR IMPLEMENTATION

WHO set goals for Global Elimination of sleeping
sickness by 2020, supported by London
Declaration (2012)

DNDicontributes by:

I Developing two new oral treatments for both stages of
the disease

I Supporting mobile teams for the village screening

/@) World Health
'™, Organization

I Preforming capacity building

I strengthening clinical staff competencies
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Sleeping sickness: Two new treatments in development to s
sustainable elimination

13 years ago Since 2009 20187 20207
Melarsoproi NECT=ifurtimox+ Fexinidazole SCYX158
Toxic, resistant =  ©fflortinitne once daily Oral Singledose,
Eflornithine Imprf)ved therapy  reatment for 10 oral treatment
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By 2018)NDaims to deliver an oral, safe, effective treatn
for both stage 1 and stagélAQdisease

Target product profile (main points):

A Effective against stage 1 and 2

A Broad spectrumT{h gambiensendT.h rhodesiense

A Non inferior efficacy to NECTTibgambiense

A Safe in pregnancy and for lactating women

A Adult and paediatric formulations g
A No need for monitoring of AES

A 10 day9.o.once daily (equal to NECT)

A Stability in zone 4 for >3 years

A Cidal
Al TF2NRI0fS YR fmMannek O2dzNAS
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Time to kill assay
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Fexinidazole Fexinidazole sulfoxide (M1) Fexinidazole sulfone (M2)
A Once daily ORAL administration with food for 10 Mean M2 Plasma Concentrations (Food effect)
5000 1 —fast (FEX001
dayS 8000 - :Zst:FEXEm:
A 600 mg tablets ——'E 7000 -+ = high fat breakfast
- Loading dose on B4, 3 tablets /day + & o
- Maintenance dose on B510, 2 tablets /day % 4000
3000 -
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MSFPhincDevelopment; National Control Programs of the Democraticiooo Vs '
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of the University of Basel

FEXO004: Single blind Pivotal phase Il/IlI randomized versus NEC T
NCT01685827 Stage 2 ¢HAT in adult patients (n=390)
FPI Nov 2012
LPO Nov 2016 (18 months FU)

- - . . wiss g Example of heS|eIaborao
Fexinidazotel clinical trials on go?ﬂg iy

FEXO005 Open, adult patients stage 1 and early stagAZ ¢h=230)
NCT02169557 FPI June 2014
LPO Nov 2016 (12 months FU )

FEXO006 Open, children-@4 years old + > 20kg bodyweight |
NCT02184689 Stagel and Stag#Af patients (n=125) =
FPI June 2014 U |
LPO Dec 2016 (12 months FU ) e errae il | THW
Kl
FEX009: Open, implementation study -patients + oupatients cohort 2
(N=170) all stages ¢HAT patients Adult + children 1

FPI started Nov 2016

DNDIFEX004 protocol V3.0,
Protocol DNDi/HAT FEX005 & 006 & DNDI-fEX-O9-HAT
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