Editorials

Tuberculosis and antimicrobial resistance — new models of research
and development needed
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Tuberculosis is a disease that needs more
investment in research and development.
More people - 1.4 million in 2015 - die
from tuberculosis every year than from
human immunodeficiency virus (1.1
million deaths; 400000 die from combi-
nations of these infections) and malaria
(429000 deaths). Despite a current global
caseload of 580000 people infected with
drug-resistant tuberculosis,' current lev-
els of investment — 620 million United
States dollars - in research and develop-
ment are at their lowest since 2008.> Over
the past decade, only two new drugs have
been licensed; bedaquiline and delama-
nid. Tuberculosis cannot be cured by a
single drug, but requires at least three dif-
ferent classes of antibiotic for treatment.
Drug-resistant tuberculosis - bacilli
resistant to two or more of the available
antibiotics - is a persistent problem and
is projected to account for 25% of deaths
from all drug-resistant pathogens in the
future.’

In 2010, the World Health Organi-
zation’s (WHO?’s) Consultative Expert
Working Group on Research and Devel-
opment was established to examine cur-
rent financing and incentives for research
and development and to propose new
approaches addressing unmet medical
needs. Delegates at this month’s World
Health Assembly will continue discus-
sions to implement the recommendations
from the group’s 2012 report on global
financing and coordination of research
and development.*

A United Nations (UN) General
Assembly session on antimicrobial resis-
tance and the UN High Level panel on
Access to Medicines,” as well as reports
from the United Kingdom of Great
Britain and Northern Ireland’ and the
German government® have all looked at
new research and development models

to incentivize research for drug-resistant
infections.

Several nongovernmental organiza-
tions, medical research councils, civil so-
ciety representatives and the South Afri-
can government have recently developed
a new funding framework to support
research and development of tuberculosis
treatments — the 3P Project (pull, pool
and push). This initiative (i) uses a pull
incentive, by rewarding research through
prizes; (ii) pools intellectual property
and data; and (iii) uses push incentives
through research grants.” The 3P project
is a collaborative research initiative that
aims to support the discovery and devel-
opment of a one-month treatment regi-
men that can be used to cure all cases of
tuberculosis. The project’s funding model
will ensure that a new regimen is afford-
able and accessible to all those in need.
The 3P Project incentivizes researchers by
providing cash prizes for compounds that
meet predefined product characteristics
and are ready to enter phase I clinical tri-
als. Coupling this financial reward with
an obligation to pool the compounds data
and intellectual property, the 3P Project
will then fund the development of treat-
ment combinations. The project will thus
de-link the costs of research and develop-
ment from the final cost of the treatment
and sales as defined by the UN Political
declaration of the high-level meeting of the
General Assembly on antimicrobial resis-
tance;® ensuring treatment affordability.

We suggest that new models of re-
search and development for tuberculosis,
like the 3P Project, should be included
in inter-governmental discussions on
antimicrobial resistance priority setting.
We encourage member states to support
this initiative as a proactive response to
address the priority pathogen for antimi-
crobial resistance.
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