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Executive Summary
The goal of the TRUST Project is to catalyse a global collaborative effort to improve adherence
to high ethical standards in research around the world. The vision of the project is to:
• Work for global, inclusive and fair research without double standards,
• Build equitable research partnerships,
• Include the voices of vulnerable populations, and
• Encourage others to do the same.
Key to the fulfilment of this vision is the involvement of all relevant stakeholders
including industry representatives and industry associations.
As part of the TRUST publication deliverables, three papers and one editorial were submitted
to the Cambridge Quarterly of Healthcare Ethics to form an industry symposium on the topic
of equitable North South relationships. The symposium idea was developed at the TRUST
Funder and Industry workshop, hosted by the Wellcome Trust in London in June 2016.

The three main authors of the symposium are Francois Bompart, Sanofi (top row left), Ariella
Kelman, Roche (middle row right) and Klaus Leisinger, formerly Novartis (front). Bompart
promotes the creation of healthy volunteer registries to safeguard against multiple
enrolment, Kelman et al present the forward-looking Roche policy on continued access, and
Leisinger (with Chatfield) provides a framework which fits with corporate responsibility and
responsible research and innovation (RRI). 1
1

An editorial will be added to the three papers when the review process is complete.
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Cambridge Quarterly of Healthcare Ethics
The Cambridge Quarterly of Healthcare Ethics (CQHE) 2 is a journal designed to address the
challenges of biology, medicine and healthcare and to meet the needs of professionals serving
on healthcare ethics committees in hospitals, nursing homes, hospices and rehabilitation
centres. The aim of the journal is to serve as the international forum for the wide range of
serious and urgent issues faced by members of healthcare ethics committees, physicians,
nurses, social workers, clergy, lawyers and community representatives.

The journal’s Impact Factor was 1.077 in 2016. For comparison, the most read and cited
medical ethics journal (BMJ’s Journal of Medical Ethics) has an impact factor of 1.529 3, which
is not dissimilar.
CQHE was chosen for TRUST dissemination because of its ambition and practice to
disseminate widely to ethics committees. Especially regarding the content of this TRUST
symposium, it is important that ethics committees are aware of developments, in particular
in the area of continued access to medicines and the protection of healthy volunteers.

CQHE WAS CHOSEN FOR TRUST DISSEMINATION
BECAUSE OF ITS AMBITION AND PRACTICE TO
DISSEMINATE WIDELY TO ETHICS COMMITTEES.

2
3

https://www.cambridge.org/core/journals/cambridge-quarterly-of-healthcare-ethics
http://jme.bmj.com/
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Healthy volunteers for clinical trials in resource-poor settings:
national registries can address ethical and safety concerns
François Bompart, MD, is Head of Sanofi’s Access to Medicines department. He chaired the
Global Health Working Group of the European Federation of Pharmaceutical Industries and
Associations (EFPIA) between 2012 and 2016.
Healthy Volunteers (HVs) who participate in clinical trials are a vulnerable group that deserves
specific protection. We assessed the number and types of studies that involve HVs around the
world and outline the methodological barriers to their analysis. We found that tens of
thousands of HVs are involved every year in clinical trials in a large variety of countries and
that the overwhelming majority of studies are not “first-in-human” but pharmacokinetic
studies. The two cornerstones for both ethical and safe participation of HVs in clinical trials
are properly obtained informed consent, and a minimization of exposure to risk, in particular
by avoiding concealed participation in multiple trials. To minimize the risk of exploitation of
HVs and their exposure to risk, we propose ways to ensure genuine informed consent, and
advocate setting up national Healthy Volunteer registries as established in France and the UK.
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Continued Access to Investigational Medicinal Products for Clinical
Trial Participants – An Industry Approach
Ariella Kelman, MD, Anna Kang and Brian Crawford work in the Office of the Chief Medical
Officer at the Roche Group. Their team specializes in bioethics and pre-approval access, leads
an ethics consultation service, and represents the company in external collaborations to inform
decisions and policies. Dr. Kelman is the Global Head of Bioethics at Roche.
In the conduct of clinical trials for pharmaceutical research, access to investigational
medicines following clinical trials is often necessary for the continued health and well-being
of the trial participants; it is an ethical obligation under some circumstances, as outlined in
the Declaration of Helsinki 2013 Article 34. This obligation becomes particularly important in
lower-income countries where access to medical care may be limited. Although there is
agreement among global research and bioethics communities that continued access should
be provided with prospectively defined parameters and procedures, the process is complex,
as many responsible parties and complicated logistics are involved. Roche Pharmaceuticals
developed and publicly posted the company’s policy regarding continued access to
investigational medicines in 2013.
This article provides insights on the policy, including the parameters that determine when
continued access is and is not considered to be appropriate, along with an example from an
active clinical development program. It also describes how multiple stakeholders including
those in academia, industry, government, and patient advocacy have worked together to
assess approaches to continued access. Continued access plans should be transparent and
agreed to by research participants, investigators, and governments prior to the study and
reassessed based on clinical trial evidence of safety and efficacy, and availability of adequate
treatments, along with relevant international laws and customs. Conducting responsible
continued access programs requires close partnerships with investigators, health authorities,
and third-party research partners.
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Working Together to Make the World a Healthier Place - Desiderata
for the Pharmaceutical Industry
Klaus Leisinger is the founder and president of the Global Values Alliance Foundation and
Professor of Sociology at the University of Basel. Until 2013 he was President and CEO of the
former Novartis Foundation for Sustainable Development. Dr Kate Chatfield is the Deputy
Director of the Centre of Professional Ethics, UCLan, UK.
Cross sectorial, dynamic and innovative partnerships are essential to resolve the challenges
of humankind in the 21st century. At the same time, trust in each other's integrity and good
will is a precondition for the solution of any complex problem, and certainly for the success of
the UN’s Sustainable Development Agenda. Experience shows that a nation’s economic and
social success is at its greatest if and when there is cooperation and even co-creation involving
a fair division of labor and responsibility among the different societal stakeholders. This paper
uses Ralf Dahrendorf’s seminal work on obligations as well as the European Commission’s
Science with and for Society unit’s definition of responsible research and innovation (RRI) to
motivate industry responsibilities to make the world a healthier place.
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