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PUBLIC HEALTH-DRIVEN R&D

DNDi was created to address the needs of neglected patients
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Towards a new generation of treatments
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VISCERAL LEISHMANIASIS

Treatment challenges

BRAZIL

e 1st line treatment:

Glucantime
2 Jine treatment:
AmBisome®

EASTERN AFRICA

1st line treatment:
SSG&PM

2" [ine treatment:
AmBisome® or SSG

SOUTH ASIA

e 1stline treatment:
Single dose
AmBisome®

e 2 |ine treatment:

PM+MF

Treating leishmaniasis depends on many variables:

The form of the disease

The species of infecting parasite

The country, as treatment responses differ from
region to region

Co-existing infections such as HIV make treatment
more difficult.

Drugs not adapted to local context
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CHAGAS DISEASE

In search of shorter, better treatments to stop a silent killer

TREATMENT CHALLENGES:
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 Benznidazole, is effective, but treatment is 8 weeks, and 2 out of 10
people can’t complete it due to the side effects.
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A shared mission to meet patients’ needs
TARGET PRODUCT PROFILE - VISCERAL LEISHMANIA

CHAGAS DISEASE TARGET PRODUCT PROFILE

Target Product Profile for Visceral Leishmaniasis

A a prerequisite to building the strabagy, the tanget product {reatmend) grofie (TPP) has baen sstablshed. If i based on dississions

with various visceral lsishmaniasis experts, consuBation with viscaral leishmaniasis national contral programmes in endemic couniries,
and spacifically with lsading physicians and health workers who daal with this disease on a daily basis. Our TPP i reviewed and revised
annually, and shared with other nvestigatons openly. AanptﬂME IdEHI
The pricrity i bo develop & safe, effective, cral, short-course (11 days maxinmum) vieseral kishmaniasis dg to replace surrent ) )
treatments. This will improve and simplfy cument cass mansgemant. The aim is S develog cominations of dnsgs Sat are sfective Target populetion  Cheonic Chranic and Acule
against visoeral leishmaniasis in all fooi of the disease. c phil Fr— Al regi
Distribution
Target Product Profile for Visceral Leishmaniasis New Chemical Entities em Mo inflsice 45 ) ctatdae] st s ol Supericrity 1o P
regisns (parasitolegical) phases of dsesss (acube and chionic)
optimal Target Profils Minimal Terget Profile .
{parasitological)
Target Label WL and PEDL WL
Safety Superiarity % benzridazale® in the freguency af Supericrity 1o b de® in the frequency of
Zpp All spacies L. gonowsni definithve it di i ians far fizal definiti i i ions for medical
indicasion {cinical and laboratary}** indication (clinical and labaratary)*
Diefribution All areas Either India or Afriza
Contraindications  Pregrancy Mo contraindications
Target Population Immunscomaetent and ImmLnaeempetent
mmunosuppressed Precautions Mo genatodicity®*; Mo pro-amythmic patential Mo genstaxicity; Na teratogenicity; Mo pro-armythmic
potertial
Clinlcal EMicacy = 96% = 90%
i . ) i Intaractions Mo clinically sigrificant interaction with anti-arrythenic Mo elinically sigrificant inferaction
Resletance Active agained resistant straing I
safety and Ma AEs neguiing manitsting 1 mienitring viel in midiend - paint
Talerabiity Pregentation OralParenssral (hort POC)** Cral
Lk Age-a |
Confralndications Mare Pragnancy/actation a pred rap
Interactions Mare = Compatible for combinagion  MNone for malaria, TB, and HIV therapies Stanmity 3 years, dimatc zone [V 5 years, cimatic zone IV
iherapy
Dosing ragiman Oral - any duratian =Blidays
Formulation Oral | im depat Cral | im depot
Parerteral - <7 days
Treztment Regimen  1iday for 10 days pal 3 shobs ovar 10 bid for <10 days pa; or <3 shats aver 10 days
days Cost Current treatmerts Lovwest possile
Stanmity 1 yrs in zone 4 Stable under conditions that can be reassrably achisvad in the
target region {= 2 yr) * A par WHO recommendation
** Mo gerotoxicity i a condition anly for MCEs
Cost =310 | course = 380 | pourse = ity

for severe di

*** Naed for parenteral
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PITE: Science and partnerships in Brazil with international partners
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BEST SCIENCE

FOR THE MOST
NEGLECTED

Thank youl! DND;
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