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This report is dedicated to

Professor Denis Anthony Mitchison

who participated in the design of the very first randomised controlled
clinical trial for tuberculosis and devoted his whole life to improving
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The Global TB Programme of the World Health Organization (WHO) convened a technical
consultation on “Advances in Clinical Trial Design for Development of New TB Treatments” in
Glion-sur-Montreux, Switzerland, from 14 to 16 March 2018.

The consultation brought together researchers, academics, technical partners, TB drugs and
regimens developers, trialists, requlators, guideline developers, programme managers, patient’s
representative and nongovernmental organizations.
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Welcome, Introduction, and Objectives
Chair Dr. Payam Nahid (UCSF) and Dr. Christian Lienhardt (WHO, GTB/RTE)

In his opening statements, Dr Nahid recognized that the tuberculosis (TB) therapeutics field has
reached a key time point wherein broad reflection on the contemporary TB trials of the last 15
years is warranted: what have we done correctly?, what were our mistakes?, and how can we
improve? With the anticipated emergence of new drugs for TB, now more than ever, there is a
need to revisit our approaches and define best practices for TB clinical trial design for the
development of new regimens. Dr. Nahid noted that this is the first ever meeting to gather such
a diverse group of stakeholders, including trialists, academia, research institutions, TB drug and
regimen developers, contract organizations, regulators, guideline developers, non-
governmental organizations and civil society to address these questions, and he thanked the
Global Tuberculosis Programme (GTB) of the World Health Organization (WHO) for organizing
and sponsoring this unprecedented consultation.

Dr. Lienhardt described the background and objectives of the consultation. The Task Force on
Introduction of New TB Drugs and Treatment Regimens, established by the WHO/Global TB
Programme (GTB), developed in 2016 a series of Target Regimen Profiles (TRPs) for new TB
treatment through broad consultation with experts and stakeholders worldwide. The TRPs are
intended to guide the development process towards anti-TB treatment regimen characteristics
of critical importance to patients and programmes. To assist in the implementation of these
TRPs, there is a need to guide the research community on optimal clinical trial designs and
features for new anti-TB drugs and regimens, in consultation with relevant stakeholders in the
field. The major challenges in the development of new TB treatments include the long
developmental pathway to identify best regimens, the lack of direct readout of response and
use of surrogate endpoints, and the lack of predictive quantitative relationships between Phase
Il and Phase Ill readouts. Clear and rationally justified approaches for the choice of drug
combinations, trial design, selection of endpoints and analysis, are critically important, taking
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