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Agenda

« DSM265

* Determining early clinical activity
Asexual stage
Liver stage

* |dentification of best combination
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Strong pipeline of molecules in development
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Global Fund Expert Review Panel

(ERP) reviewed product — permitted for time-limited procurement, while regulatory/WHO prequalification
review is ongoing. {78 WHO Prequalified OR approved/positive opinion by regulatory bodies who are

ICH members/observers.

MMV support to projects may include financial, in-kind, and advisory activities
Brand names 1: Coartem® Dispersible; 2: Artesun®; 3: Eurartesim®; 4: Pyramax® tablets or granules;
5: ASAQ/Winthrop®; 6: SPAQ-CO™: * For infants 3 — 12 months, ** for children 13-60 months
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Determination of the Minimal Inhibitory

Concentration
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Blood Stage Challenge: TCP1, TCP5, TCP6

Inoculate Administer drug Count parasites
parasites candidate in the mosquito

¢ Clearance
of asexual
| parasitaemia

A

A

] ] Rescue drug
I administered

Mosquito feeds at the end

(direct and indirect)
____________ >

Rescue drug administered, if needed
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Challenge Studies to test NCE

DSM265 Phase |

* SAD

* 1 Challenge cohort

(150 mg)

* 3/7 cured

* PRR approx 2

* MIC954 - 1400 ng/ml  :
* HED~350 Mg o - o 144 192 210 288 36
* 6 months after FiH et
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McCarthy et al. (2017) LID 17(6): 626
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Can we transfer these results?
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Pilot Combination Challenge Study

* Single dose of each drug that | o e | o
does not eliminate all parasites é{ at |

e Low dose of 0Z439 and DSM265 B P |
will allow observation of a REEEEEE SR R R
combination effect | Cmeeruensn

- Change of PRR
- Apparent MIC
- Proportion of recrudescence R T R
- Time to recrudescence

- Presence of gametocytes.
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CHMI model for chemoprotection/
chemoprevention activity TCP4
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DSM265 Results

DSMZ265 protects when
administered 1d before
challenge

Breakthroughs when
administered 7d before
challenge

Once weekly could protect form
infection due to combination of
liver and blood stage activity

Sulyok et al. TLID March 2017
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Our partnerships are our greatest strength

Global Health Innovative Technology Fund

@ NEWCREST
MINING LIMITED
UniIt

BILL&MELINDA
GATES foundation

Ia

7 i
 Irish Aid
Department of Foreign Affairs
An Roinn Gnéthai Eachtracha

Schweizerische Eidgenossenschaft
Confédération suisse
Confederazione Svizzera
Confederaziun svizra

g/ USAID

\\,,;W!ﬁ/‘ FROM THE AMERICAN PEOPLE

Cakedd

Ex¢onMobil

National Institutes of Health
(NIH)

from the British people
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