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Executive Summary 
In what has become known as ‘Ethics Dumping’, research practices that do not respect high ethical 
standards are exported from a country or population with significant ethical compliance mechanisms 
to those where compliance failures are less readily detected. Compliance failures involve non-
adherence to fundamental ethical principles (EU, Horizon 2020) and/or non-observance of local and 
international applicable laws, institutional policies and ethics guidelines related to research (Shamoo 
& Resnik, 2015). Compliance gaps refers to the non-existence of regulations, guidelines or norms.  
 
This report for TRUST on proposals for strategic approaches to compliance with research ethics 
requirements in low and middle-income countries (LMICs) addresses compliance failures when 
researchers from high income countries (HICs) or institutions conduct their research in low and 
middle- income countries or populations.  
 
Three approaches are described and the report is enhanced by a section on broader efforts to reduce 
ethics dumping. Of the three, one is reactive and funder-focused (ethics check, based on an effective 
complaints procedure), one is proactive and funder-focused (ethics check, based on concerns raised 
at the ethics review stage), and one is proactive and research-focused (a tool for compliance self-
appraisal at study mid-term stage).  

 
An example of self-appraisal, of the TRUST project’s own co-operation with a highly vulnerable 
research population in the Kalahari, is included in the appendix. This self-appraisal tool took less than 
two hours to complete showing that the time efforts of recipients of research funding have been 
taken into consideration; in this case there was no additional significant burden. 
 

Reduction of ethics dumping

Self-
appraisal 
at mid-

term

Ethics 
check and 

ethics 
review

Ethics 
check and 
complaints
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Introduction and Background 
 
All tools in the TRUST project have been developed by means 
of participatory engagement. The tools are underpinned by 
findings from extensive engagement with relevant 
stakeholders from vulnerable populations, research councils, 
policy advisors, industry and research funders. 
 
Two stages in the development of the Compliance and Follow-
up Self-appraisal Tool were completed earlier in the TRUST 
project:  

 Mapping of existing compliance measures and tools2 

 Identification of compliance gaps and compliance 
failures3 

 
In particular, we want to draw attention to nine cases of compliance failures that were included in 
TRUST’s open access book, Case Studies from North-South Research Collaborations  
 

Not obtaining community 
consent when working with 
highly vulnerable indigenous 
populations.  
 
Click here.  

Putting lives at risk over 
interpretation of standard of 
care.  
 
 
Click here.  

Mismatch to local health 
needs.  
 
 
 
Click here.  

Gender discrimination.  
 
 
 
Click here.  

Commercial profit without 
benefit sharing.  
 
 
Click here.  

Exploiting low animal 
protection regulations for 
primate research.  
 
Click here.  

Mismatch to local agricultural 
environment.  
 
Click here.  

Retrospective ethical approval 
sought to ensure publication.  
 
Click here.  

Untimely handling of serious 
adverse effect (SAE).  
 
Click here.  

 
Our extensive analysis of compliance gaps and failures has revealed numerous areas that demand 
attention, not all of which can be resolved through a compliance tool. The very existence of 
compliance gaps demonstrates the need for tighter regulation in several areas (which cannot be 
resolved solely by a tool that addresses compliance failures).  
 
It is also important to distinguish between strategies that research funders and others might 
incorporate to improve compliance generally, and those that might be part of a dedicated tool. As 
illustrated in diagram 1, the former issue calls for collaborative efforts to address challenges in low 

                                                            
2 See: National and International Compliance Tools, a report for TRUST, available at: http://trust-
project.eu/deliverables-and-tools/  
3 Compliance failures, a report for TRUST, available: http://trust-project.eu/deliverables-and-tools  

http://www.springer.com/de/book/9783319647302
https://link.springer.com/chapter/10.1007/978-3-319-64731-9_3
https://link.springer.com/chapter/10.1007/978-3-319-64731-9_5
https://link.springer.com/chapter/10.1007/978-3-319-64731-9_6
https://link.springer.com/chapter/10.1007/978-3-319-64731-9_7
https://link.springer.com/chapter/10.1007/978-3-319-64731-9_9
https://link.springer.com/chapter/10.1007/978-3-319-64731-9_10
https://link.springer.com/chapter/10.1007/978-3-319-64731-9_11
https://link.springer.com/chapter/10.1007/978-3-319-64731-9_14
https://link.springer.com/chapter/10.1007/978-3-319-64731-9_15
http://trust-project.eu/deliverables-and-tools/
http://trust-project.eu/deliverables-and-tools/
http://trust-project.eu/deliverables-and-tools
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and middle-income countries (LMICs) that will foster long-term and wide scale improvements in 
ethical compliance; the latter relates to specific activities such as particular research projects.  
 
Diagram 1 Compliance breaches  
 

 

 
This report is devoted to describing strategies for addressing compliance failures. First, we outline 
approaches/tools that can be used, and second, we recommend some general collaborative actions. 

Lack of ethical 
compliance 

Compliance 
failures

Require 
collaborative 

action for long-
term changes 

Can be minimised 
through use of a 
compliance tool 

Compliance gaps

Require regulatory 
changes
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The TRUST Compliance and Follow-up Mechanisms 
 
In this section, we endorse two existing approaches (1 & 2) and introduce a new tool (3). 
 

1. A strong complaints procedure combined with ethics check 
2. Ethics review combined with ethics check 
3. Self-appraisal by researcher half way through the project using a specific tool 

 

1. A strong complaints procedure combined with ethics check 
Any strong complaints procedure should be available to both ‘insiders’ and ‘outsiders’. It defines 
what a complaint is, and what it can relate to, how it can be made, what the response procedures 
should be, including an appeal function, and what the time frames are. The British Medical Journal 
complaints procedure is a good example.   
 
However, in the context of research in LMICs, meaningful access to a complaints procedure is a 
complex matter. A complaints procedure which requires high literacy levels, high assertion levels and 
access to a computer is not suitable for reducing ethics dumping in LMICs. To be effective complaints 
procedures should be tailored to suit the circumstances in each project. The TRUST team has 
produced guidance on how to establish an appropriate complaints procedure that offers genuine 
access to all relevant parties, available here 
 
For many concerns and complaints, local resolution may be the best way of responding after they 
have come to light. However, in many cases, a proactive ethics check may be deemed necessary to 
help predict, and avoid, more serious compliance failures in ethics. For instance, the EU Horizon 2020 
ethics check as described in the next section. 
 

2. Ethics review combined with ethics check  
The ethics check system which is operated under Horizon 2020 (the current EU research-funding 

programme) is a suitable for reducing ethics dumping. This system was described in the previous  

project Deliverable about existing national and international compliance measures and tools4 and is 

summarized here in diagram 2. This is an example of a proactive approach that is funder-focussed 

and based upon concerns raised at the ethics review stage.  

During the ethics review stage, experts identify the projects that will need an ethics check. The 

objective of this procedure is to assist the researchers in dealing with ethics issues raised by their 

research and, if necessary, to take preventive or/and corrective measures. Ethics checks are 

employed during the course of the research project and may include an on-site visit.  

In case of substantial breach of ethical principles, research integrity or relevant legislation, the 

European Commission can carry out an ethics audit.  

                                                            
4 See: National and International Compliance Tools, a report for TRUST, available at: http://trust-
project.eu/deliverables-and-tools/  

http://www.bmj.com/about-bmj/complaints-procedure
http://www.bmj.com/about-bmj/complaints-procedure
http://trust-project.eu/deliverables/deliverables-and-tools/
http://trust-project.eu/deliverables-and-tools/
http://trust-project.eu/deliverables-and-tools/
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 Diagram 2  Horizon 2020 Ethics Review Process 

 

 

3. Self-appraisal by researcher mid-way through the project 
This third approach is the innovative TRUST self-appraisal tool, based on our activities and research. 
In the development of this tool, many considerations had to be taken into account. Aside from the 
wide-ranging challenges for compliance that we had identified, we also had to keep in mind the 
circumstances in which such a tool would be 
used. It is vital that any new ethics requirements 
avoid ‘overkill’; equitable partnerships with 
LMICs require funder compliance mechanisms 
that do not create significant costs and burdens 
in order to ensure successful, committed 
partnerships (Singh & Makanga, 2017). 
 
 
Additionally, it is imperative that the Compliance and Follow-up Self-Appraisal Tool works in synergy 
with the other two TRUST tools (the Global Code of Conduct for Research in Resource-Poor Settings 
and the Fair Research Contracting (FRC) tool) without unnecessary duplication. It is our 
recommendation that the Compliance and Follow-up Self-Appraisal Tool is used as part of a three-
pronged approach to improve ethical standards in collaborative research in LMICs. The Code of 
Conduct and the Fair Research Contracting tool each have their own specific objectives and their 
application is supplemented and supported through use of the Compliance Tool.    
 
Compliance cannot be ensured through Research Ethics 
Committee (REC) scrutiny of every research project following 
ethics review. Studies have shown that hands-on measures, such 
as onsite compliance monitoring, can be highly effective for 
minimising non-compliance, but this is very costly in terms of 
human and financial resources (Ochieng et al., 2013). Additionally, 
it is unrealistic to expect funder/institutional post-study ethics 
audit of every project. Consequently, rather than relying upon a 

TAKING A ‘PREVENTION IS 

BETTER THAN CURE’ 

APPROACH. 

http://www.globalcodeofconduct.org/
http://frcweb.cohred.org/
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‘policing’ approach to ethical compliance, we believe that the most efficient approach would be 
‘prevention is better than cure’, by putting measures in place that are likely to improve compliance. 
Where necessary, this would be supplemented by existing procedures for selected checks when 
deemed appropriate by funders, as described above in the case of Horizon 2020.   
 

In our foundational work, we have identified the primary 
areas of compliance failure in collaborative research in 
LMICs and how these failures are best avoided. For 
instance, when working with indigenous communities, 
compliance failures can arise through insensitivity to 
cultural differences or disregard of local protocols and 
traditions. Both of these potential ethical pitfalls can be 
avoided through effective and ongoing engagement with 
representatives from the indigenous community 
throughout the research. Hence, for reflective researchers 

with integrity who are already taking steps to avoid ethics dumping, it will be straightforward to 
report on the measures they have taken.  
 
We are proposing a preventative approach to compliance failure through use of a structured tool 
that researchers will submit to funders mid-way through the project. Use of this tool would become 
a condition of continued funding for collaborative work in LMICs, or at least when highly vulnerable 
populations in LMICs are involved in the research. The TRUST ethical Compliance and Follow-up Self-
appraisal Tool has been developed specifically for funders but it could equally be used by individual 
researchers, institutions, RECs, or anyone who wishes to try and improve ethical compliance in 
research. 
 
The aim of compliance self-appraisal would be threefold:  

1. To raise awareness about the need for ongoing attention to ethical concerns throughout the 
research, beyond the initial stage of ethics approval 

2. To ensure that researchers have measures in place to enhance and demonstrate compliance 
and keep to those measures 

3. To provide funders with evidence of compliance  
 
The compliance self-appraisal process maps onto the commitments relevant to LMIC work which are 
made at the ethics review stage. These commitments fall into two broad categories. The first category 
is detailed in the study protocol, which ensures proper ethics review. For instance, how researchers 
will obtain culturally appropriate consent from an illiterate research participant needs to be 
explained in the protocol. Self-appraisal would simply involve checking that this has been done and 
that no ethical challenges were encountered. If challenges were encountered, an explanation of how 
they were dealt with would form part of the self-appraisal.  
 
How issues in the second category of commitments are dealt with in practice cannot be known at the 
ethics review stage. For instance, there could be a commitment to benefit sharing in the research 
protocol. Yet, benefit sharing elements need to be discussed with research communities and it may 
not be possible to detail them fully at the ethics review stage. It will also be unclear at the ethics 
review stage whether potential commercial gains were actually realised, which would trigger another 
form of benefit sharing. For this category, self-appraisal is highly useful, as it provides an opportunity 

For reflective researchers with integrity, 

it will be straightforward to report on 

measures taken to avoid ethics 

dumping.  
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to shine for reflective researchers with integrity: an opportunity to provide evidence of good practice 
to the funder, which is not time-consuming to supply.  
 
The Compliance and Follow-up Self-Appraisal Tool has the following basic framework: 5 
 

Commitment 
 

Strategy  
(Description of the activities 
that were planned at the 
outset to address this 
requirement) 

Timing 
(Description of the 
timing of carrying out 
activities described in 
the strategy) 

Evidence for funders  
(Evidence that the 
strategy has been 
incorporated into 
action) 

Commitment 1: 
(for example, 
engagement with the 
local community) 
 

   

Commitment 2: 
(Sensitivity to cultural 
differences; regard to 
local protocols and 
traditions) 
 

   

Commitment 3: 
Minimizing negative 
impact on the local 
communities 
 

   

Commitment 4: 
Fair sharing of 
benefits and outcomes 
 

   

 
The idea behind compliance self-appraisal is that reflective, ethical researchers will readily agree to 
a strategy, with concrete timing for all research stakeholders. To supply evidence to the funder is a 
small additional burden with great impact. Importantly, the exercise will be awareness-raising for 
researchers who are currently not developing feasible strategies to overcome ethical challenges in 
LMICs. Hence, the burden on compliant researchers is minimal, whilst the awareness-raising element 
can be considerable.  
 
To support inexperienced researchers, we would also like to suggest a more structured approach for 
self-appraisal, which provides headings according to which the researcher can supply information. 
The headings for consideration are the 23 articles from the Global Code of Conduct for Research in 
Resource-Poor Settings, as developed by TRUST. This simplified approach to self-assessment would 
look as follows.6  
 
 
 

                                                            
5 See Appendix 1, which provides a practical example of a commitment to self-appraisal from the TRUST project. 
6 See Appendix 1, which provides a practical example of a structured self-appraisal from the TRUST project. 

http://www.globalcodeofconduct.org/
http://www.globalcodeofconduct.org/
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Compliance Follow-up Self-Appraisal Tool 
 

Article 
 

Strategy  
(Description of the 
activities that were 
planned at the outset 
to address this 
requirement) 

Timing 
(Description of the 
timing of carrying out 
activities described in 
the strategy) 

Evidence for funders  
(Evidence that the 
strategy has been 
incorporated into 
action) 

Article 1 Local relevance 
of research is essential 
and should be 
determined in 
collaboration with local 
partners. Research that is 
not relevant in the 
location where it is 
undertaken imposes 
burdens without 
benefits. 

   

Article 2 Local 
communities and 
research participants 
should be included 
throughout the research 
process, wherever 
possible, from planning 
through to post-study 
feedback and evaluation, 
to ensure that their 
perspectives are fairly 
represented. This 
approach represents 
Good Participatory 
Practice. 

   

Article 3 Feedback about 
the findings of the 
research must be given 
to local communities and 
research participants. It 
should be provided in a 
way that is meaningful, 
appropriate and readily 
comprehended. 

   

 
In the above table, only three of the 23 articles from the Global Code of Conduct are shown but it is 
sufficient to show how they can be used as the subjects for self-appraisal. Given that the 23 articles 
in the Code address all the major concerns that are specifically related to collaborative research in 
LMICs, this will help to ensure that researchers identify and address all fundamental ethical 
challenges.   
 



 
 

12 | P a g e  
 

To support funders and researchers we provide a sample self-appraisal in the Appendix that is based 
on the TRUST project. The suggested strategies in the example are based upon tried and tested 
methods and include links to real-world examples and further helpful information. 
 
We recognise that this tool will not prevent all types of 
compliance failure but we hope that it will inspire beliefs, 
attitudes and behaviours in researchers so that they can 
comply with high ethical standards in their work as 
professionals. This calls for an appropriate balance 
between focusing on compliance and cultivating an ethic 
of individual responsibility and accountability (Horn, 
2013), hence the need for personal moral reflexivity and 
integrity (see also next section). Essentially, virtues can be 
taught (Morris & Morris, 2016) and we consider the Compliance and Follow-up Self-Appraisal Tool to 
be a means of inspiring people. An added bonus would be a process of reflecting on the outcomes of 
the self-appraisal and including significant findings from these evaluations in research publications, 
in order that other researchers may learn from the experience. 
 

Strategies for collaborative efforts to address compliance failures  
The TRUST project has identified four core values for guiding research collaborations between HICs 
and LMICs: fairness, respect, care and honesty. These four values lie at the heart of the Global Code 
of Conduct for Research in Resource-Poor Settings and all TRUST suggestions for strategies and 
actions are predicated upon a commitment to these values.  
 

This values-based approach emphasises the vital role of 
researchers’ and other decision-makers’ integrity in ensuring 
compliance.  
 
It is important to distinguish here between ethics governance 
or procedural ethics (Guillemin & Gillam, 2004), which refers to 
“…the system of administration and supervision through which 
research is managed, participants and staff are protected, and 
accountability is assured” (Shaw et al., 2005, p.497),  and 
‘ethics in practice’ or ‘actual research practice’, which refers to 
ethical decision-making iiself (Guillemin & Gillam, 2004; Warin, 

2011). Procedural ethics provides researchers with an ethics ‘checklist’ but can leave a gap between 
procedural ethics and ‘ethics in practice’, in so far as the responsibility for the practical conduct of 
ethical research depends on the researchers (Guillemin & Gillam, 2004, pp.268-9).   
 
The TRUST approach based on the four values is useful for bridging the apparent gap between 
procedural ethics and ethics in practice. Non-compliance can occur at the level of ethics in practice. 
Consequently, there have been calls for guidance on decision-making in situations which may lead to 
compliance challenges and failures, particularly in collaborative research between HICs and LMICs 
(Jentsch & Pilley, 2003). The four core values can, for instance, be useful for ensuring “the continuous 
involvement of both partners, respect for and knowledge of each other’s culture [and] recognising 
the importance of implementing findings for development” (Jentsch & Pilley, 2003, p.1964). 

The strategic approaches are 

underpinned by four core values:

 

Fairness Respect

Care Honesty

Inspire beliefs, attitudes and behaviours 

in researchers so that they can comply 

with high ethical standards in their work 

as professionals.  

 

http://www.globalcodeofconduct.org/
http://www.globalcodeofconduct.org/
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Notably, these core values are useful for 
ensuring that bureaucratic rules do not replace 
responsible practice, and that researchers, 
funders and institutions do not rely on rules and 
regulations “to side-step the more fundamental 
ethical issues of the politics of poverty and 
inequity, which should be at the core of the 
public health agenda” (Molyneux & Geissler, 
2008, p.692).  
 
As illustrated in diagram 3, ethics in practice 
should be informed by researchers’ and 
institutions’ value systems. 
 

Diagram 3 Influencing ethics in practice 
 
 
The four values were chosen by the TRUST consortium because they have the attributes of being 
intercultural, global, clear and non-technical. Accordingly, the values can influence the behaviour of 
human beings who are at the centre of making decisions in research ethics. It is already common 
practice that REC members undergo regular training in research ethics. It is also customary to ask 
principal investigators to demonstrate competence in research ethics as well as scientific/technical 
expertise.  These requirements amount to ‘adding a human element’ to the profiles of decision-
makers, and these decision-makers can act as champions in effecting the strategic approaches that 
are needed to bring an end to ethics dumping in collaborative research between HICs and LMICs. 
With this in mind, the following strategic measures are recommended for improving ethical 
compliance. For enactment, they require a concerted and collaborative effort on the part of 
individual researchers, institutions, ethics committees, funders, regulators and policy-makers.    
 
Specific strategies for follow-up and ensuring compliance with ethics requirements described below 
are: 

 Fostering personal moral reflexivity and integrity, in addition to ethics guidelines 

 Realising the challenges of transdisciplinary, interdisciplinary and multidisciplinary research 

 Promoting communication between RECs including across borders 

 Fostering fair and equitable institutional partnerships 
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Fostering personal moral reflexivity  
Reflexivity is a research tool that enables ethical mindfulness (Warin 2011, p.806). It enables 
researchers to make “transparent the values and beliefs 
[they] hold that almost certainly influence the research 
process and its outcomes” (Etherington 2007, p.601). In 
practical terms, it entails reflecting critically on “the kind of 
knowledge produced from research and how that 
knowledge is generated” (Guillemin & Gillam 2004, p.274). 
Transparency in navigating what Guillemin and Gillam 
(2004) have described as “ethically important moments” is 
essential for ethical research. It is in this regard that the 
TRUST project’s four core values come into play as suitable 
means of guidance.  
 
For research with vulnerable communities, the basic foundations of patience, a reflexive approach, 
application of non-dominant communication, and other standards for cross-cultural comprehension 
need both to be in place, and monitored for effectiveness. This is important particularly when 
conducting research in a situation of serious poverty and suffering (Molyneux & Geissler, 2008, p.691; 
Nyambedha, 2008). A practical way of ensuring that such moral reflexivity takes place may be to  
require members of RECs and researchers to accept and sign a code of conduct. The Global Code of 
Conduct for Research in Resource-Poor Settings which has been developed by the TRUST consortium, 
can guide stakeholders in tailoring these codes to their own contexts.  
 
Reflexivity is also necessary for the ethics review process (Morris & Morris, 2016; Israel, 2014; Meara 
et al., 1996). This entails a dialogue between the researchers/applicants and ethics reviewers 
(Jennings, 2012, p.92). A reflexive review process is important for addressing concerns that have been 
raised regarding any disconnection between the review process and the relational ethics of the “real 
world” (Halse & Honey, 2007). Such disconnection can lead to existing guidelines and regulations 
being ignored, thus leading to compliance failures.  
 
The starting point for the reflexivity of the review process would be the acknowledgement that the 
“practices of research ethics suggest guidelines for practice, but they do not guarantee or enable 
ethical research” (Halse & Honey, 2007, p.348). Reflexivity of the review process should take the form 
of a discourse, which implies an “ethical (re)orientation that arises from active engagement” (Halse 
& Honey, 2007, p.349). The engagement process must acknowledge that the professional values that 
the researchers embrace, may at times be at variance with societal values, thus leading to violations 
(Goldman, 2001, p.1384). Since the role of RECs is to protect individuals and societal interests, they 
must ensure that the proposed or approved research is aligned with the values, needs and 
expectations of society (European Commission, 2012). This is what makes procedural ethics 
necessary. However, ethical practice depends on the integrity of the researchers who are much closer 
to the real issues on the ground. This justifies the need for reflexivity in the review process which 
actively engages with the researchers in a manner that creates trust. This can help researchers to 
deal with practical ethics appropriately (Lunt & Fouche, 2010 p.232) and to address any concerns 
that RECs’ decisions might limit the discretion that researchers can exercise independently (Clapp et 
al., 2017, p.25). 
 

http://www.globalcodeofconduct.org/
http://www.globalcodeofconduct.org/
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Realising the challenges of transdisciplinary, interdisciplinary and multidisciplinary research 
Research in fields such as education, health, sustainable development, services and policy often 
require different disciplinary and methodological approaches to ensure that the research results have 
relevant impact (Stock & Burton, 2011; Choi & Pak, 2006). Consequently, scientific communities and 
funding bodies are gradually integrating the outcomes from different disciplines in research to 
promote shared understanding of complex issues (Stock & Burton, 2011, p.1091). The distinguishing 
feature that can be used to categorise these types of research is the extent of disciplinary integration.  
 
Multidisciplinarity is the least integrative since 
the researchers from multiple disciplines may 
share knowledge and compare results from 
studies but they do not attempt to cross 
disciplinary boundaries or generate new 
integrative knowledge (Tress et al., 2005). This 
can be rather limiting since it does not provide 
the space to engage with communities and 
integrate their expertise in fields such as 
agriculture and natural resource management 
research.  
 
Interdisciplinarity has a higher level of 
integration, which leads to researchers 
crossing and bridging disciplinary boundaries 
to create new knowledge (Tress et al., 2007; 
Tress et al., 2005).  
 
Transdisciplinarity takes the highest form of integration by involving multiple disciplines as well as 
multiple non-academic participants (Tress et al., 2006). It thus requires flexible methodologies (Stock 
& Burton, 2011), which is challenging because of the diverse nature of methods used (Brandt et al., 
2013; Scholz & Tietje, 2002); it goes beyond bridging disciplinary divides, and engages stakeholders 
outside academia in knowledge production and use (Toomey et al., 2015). Hence, it is important to 
ensure that relevant disciplines and methods are involved in the research for its results to have the 
desired impact. 
 
One way of enhancing ethical standards in these three different forms of research collaborations 
would be to train and mentor REC members, to enable effective review of these diverse types of 
proposals (Theobald & Nhlema-Simwaka, 2008; Wassenaar, 2006). Good sources in this regard, are: 
 

 The Indian national ethics guidelines, which stipulate the key features and issues that RECs 
should consider when reviewing social and behavioural sciences research for health; this 
includes anthropology, sociology, psychology, philosophy, political science, economics, 
history, communications and education (ICMR 2017, section 9.0).  

 

 UNESCO supports the establishment and strengthening of national bioethics infrastructures 
and programmes through two bioethics capacity building initiatives: 

Research collaborations 

Multi-
disciplinary

Inter-
disciplinary

Trans-
disiplinary
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o The Assisting Bioethics Committees (ABC) initiative provides three years of technical 
support7, 

o The Ethics Education Programme (EEP)  promotes and supports teaching programs in 
ethics.8 

These programmes are complemented by the UNESCO Global Ethics Observatory (GEObs), an 
online database which offers free access to information regarding ethics experts and 
institutions, education programmes, legal instruments, guidelines and other resources.9 

 
 

Encouraging communication between research ethics committees (RECs) 
Researchers who are refused approval by one REC may be tempted to approach an alternative REC 
within the same country or across national borders rather than improving their proposal. 
Communication between RECs is vital to prevent this type of ‘REC shopping’ and inconsistent 
interpretations of ethics principles.  
 
A helpful recommendation is that RECs should learn about each other’s procedures, communicate 
about the proposals, and harmonise processes (Sidle et al., 2006; Barchi et al., 2014). National ethics 
guidelines in countries like India (ICMR, 2017, sections 3.8.2 & 3.8.3), explicitly require 
communication among the RECs of the participating centres.  
 
In addition, it would be helpful if suitable mechanisms were put in place to ensure consistency in REC 
requirements and transparency in decision-making. Inconsistency in the requirements and decisions 
of RECs may arise from the nature and complexity of the research under review (Trace & Kolstoe, 
2017). The inconsistencies have led to characterisation of RECs’ decisions as “chronically arbitrary 
and capricious” (Schneider, 2015, p.71). Appropriate communication/engagement between RECs 
and researchers so that they can provide the required additional information for decision-making can 
also help to address this challenge (Trace & Kolstoe, 2017; Heasman et al., 2008).  
 
 

Fostering fair and equitable institutional partnerships 

High ethical standards in research demand support from high ethical standards in institutions but 
institutional standards can vary. When individual researchers take steps towards their international 
collaborations the institutional policies and values of their home institutions go a long way to shaping 
how ‘fair’ and ‘equitable’ the collaborations will be. The ethical behaviour of individual researchers 
can be greatly enhanced if their home institutions make their ethical and partnership values explicit, 
and engage in a process of continuing improvement of the quality, fairness and equity of the research 
partnerships in which they are engaged.  
 
The Research Fairness Initiative (RFI)10 is a unique tool, designed to help institutions achieve fairness 
and equity through production of biennial RFI Reports and by encouraging their partners and funders 

                                                            
7 UNESCO, Assisting Bioethics Committees (ABC), available at http://www.unesco.org/new/en/social-and-human-
sciences/themes/bioethics/assisting-bioethics-committees/ 
8 UNESCO, Ethics Education Programme, available at http://www.unesco.org/new/en/social-and-human-
sciences/themes/bioethics/ethics-education-programme/ 
9 UNESCO, Global Ethics Observatory (GEObs), available at http://www.unesco.org/new/en/social-and-human-
sciences/themes/global-ethics-observatory/ 
10 Research Fairness Initiative, available at http://rfi.cohred.org 

http://rfi.cohred.org/
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to do the same. Institutional RFI reports can help institutions to align all staff with their values and 
principles, and create transparency towards their research partners, be they other institutions, 
researchers or study participants. Diagram 4 shows the main reporting areas in RFI.11 The added value 
of the RFI to the aims and objectives of TRUST are that, in the process of completing their institutional 
RFI Reports, institutions should be encouraged to take note of this Compliance and Follow-up Self-
Appraisal Tool, and the TRUST Global Code of Conduct for Research in Resource-Poor Settings, as 
well as other relevant guides and codes in formulating appropriate institutional responses.  
 
 
Diagram 4 Reporting Areas in RFI 

 

 

                                                            
11 For a detailed discussion of the RFI see: National and International Compliance Tools, a report for TRUST, available at: 
http://trust-project.eu/deliverables-and-tools/ 
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Appendix I – Example of Ethics Self-Appraisal from TRUST 
 

Commitment to self-appraisal 
The commitments shown below were made when writing the TRUST proposal, enhanced by requests 
from the European Commission ethics review. Evidence is not appended here to save space, but the 
type of evidence that could be supplied is described for each commitment. When conducting a self-
appraisal it is of course recommended that evidence is supplied to the funders along with the 
completed self-appraisal.  
 

Compliance and Follow-up Self-Appraisal Tool 
 

Commitment 
 

Strategy  
 

Timing Evidence for funders  
 

Commitment 1 – 
Involvement of 
partners from LMICs 
throughout 

Partners from Kenya, South 
Africa and India are involved 
in all aspects from proposal 
writing, to implementation, 
to evaluation 

From proposal 
writing 
onwards 

Appropriate and attractive 
work elements (e.g. website) 
given to LMIC partners. 
Co-authored publications. 
Fair shares of project budget 

Commitment 2 
Capacity building for 
partners from LMICs 

50% of Work Package 
leaderships given to LMICs 
with commitment to 
support from more 
experienced partners 

From project 
start 

Co-ordination team were 
required and available, 
especially for WP leaders of 
early work packages (1 and 2) 

Commitment 3 
Gender sensitive 
writing 

Presentation by gender 
specialist at Plenary 

2nd Plenary Details provided on project 
website 

Commitment 4 
Double ethics review 
for video recording 

Obtain ethical approval for 
video recordings in both Co-
ordinator’s institution and in 
South Africa 

Prior to 
filming 

Ethical approval was obtained 
in the UK and in South Africa 

Commitment 5 
Involvement of 
vulnerable populations 

NGO from South Africa 
involved in all aspects from 
proposal writing, to 
implementation, to 
evaluation 

From proposal 
writing 
onwards 

Short report from NGO 
detailing their input 

Commitment 6 
Filming videos to 
highest ethical 
standards 

Approach to filming agreed 
with local teams and 
vulnerable population 
volunteers 

Prior to 
filming 

Engagement notes available 

Commitment 7 
Data protection 
compliance 

Full compliance with data 
protection regulations 

From project 
start 

Data handling approval 
obtained 

Commitment 8 
Health and safety of 
researchers 

Risk assessments and 
management plans agreed 
between travellers and 
employers 

From field 
work start 

Risk assessment forms 
available 
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Structured self-appraisal 
The structure of this self-appraisal is based upon the 23 articles of the Global Code of Conduct for Research 

in Resource-Poor Settings. Not every article is directly relevant to the TRUST project, but for those that are, 

the actions taken are described in brief. For each of the actions taken, evidence could be supplied if 

requested. 

Code Article 
 

Action 
 

Article 1 Local relevance of research is essential and should be 
determined in collaboration with local partners. Research that is not 
relevant in the location where it is undertaken imposes burdens 
without benefits. 

The whole project is designed 
to counter ethics dumping 
(the main purpose of TRUST) is 
most beneficial for LMICs.  

Article 2 Local communities and research participants should be 
included throughout the research process, wherever possible, from 
planning through to post-study feedback and evaluation, to ensure that 
their perspectives are fairly represented. This approach represents 
Good Participatory Practice. 

There are NGOs involved in 
TRUST who keep constant 
contact with relevant local 
populations.  

Article 3 Feedback about the findings of the research must be given to 
local communities and research participants. It should be provided in a 
way that is meaningful, appropriate and readily comprehended. 

The NGOs involved in TRUST 
provide feedback to local 
populations at regular 
meetings.  

Article 4 Local researchers should be included, wherever possible, 
throughout the research process, including in study design, study 
implementation, data ownership, intellectual property and authorship 
of publications. 

There are more LMIC teams 
working on the TRUST project 
than European teams. 
Authorship is allocated fairly 
according to actual input. 

Article 5 Access by researchers to any biological or agricultural 
resources, human biological materials, traditional knowledge, cultural 
artefacts or non-renewable resources such as minerals should be 
subject to the free and prior informed consent of the owners or 
custodians. Formal agreements should govern the transfer of any 
material or knowledge to researchers, on terms that are co-developed 
with resource custodians or knowledge holders.. 

N/A for this project 

Article 6 Any research that uses biological materials and associated 
information such as traditional knowledge or genetic sequence data 
should clarify to participants the potential monetary and non-monetary 
benefits that might arise. A culturally appropriate plan to share benefits 
should be agreed to by all relevant stakeholders, and reviewed 
regularly as the research evolves. Researchers from high-income 
settings need to be aware of the power and resource differentials in 
benefit sharing discussions, with sustained efforts to bring lower-
capacity parties into the dialogue. 

N/A for this project 

Article 7 It is essential to fairly compensate local research support 
systems, for instance translators, interpreters, or local coordinators, for 
their contribution to research projects. 

Compensation is according to 
local rules as applied by NGOs 
involved.  

Article 8 Potential cultural sensitivities should be explored in advance 
of research with local communities, research participants and local 
researchers to avoid violating customary practices. Research is a 
voluntary exercise for research participants. It is not a mission-driven 
exercise to impose different ethical values. If researchers from high 

Collaboration with local 
groups has been ongoing for 
over 10 years. Teams have a 
longstanding relationship 
where all concerns can be 
expressed freely. One example 
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income settings cannot agree a way of undertaking the research that is 
acceptable to local stakeholders, it should not take place. 

is the inclusion of a 
breastfeeding mother in a 
video where pixellation was 
agreed in accordance with the 
community’s wishes. 

Article 9 Community assent should be obtained through recognized 
local structures, if required locally. While individual consent must not 
be compromised, assent from the community may be an ethical 
prerequisite and a sign of respect for the entire community. It is the 
responsibility of the researcher to find out local requirements. 

Community assent to 
participation obtained 
through WIMSA (Working 
group of Indigenous 
Minorities in South Africa) 
research contract.  

Article 10 Local ethics review should be sought wherever possible. It is 
of vital importance that research projects are approved by a research 
ethics committee in the host country, wherever this exists, even if 
ethics approval has already been obtained in the high-income setting. 

Approval obtained in UK, 
South Africa and India for 
relevant aspects of project.  

Article 11 Researchers from high-income settings should show respect 
to host country research ethics committees. 

Meeting times of South 
African ethical approvers are 
infrequent and hence our 
request was submitted with 
sufficient time.  

Article 12 Informed consent procedures should be tailored to local 
requirements to achieve genuine understanding and well-founded 
decision-making.   

Local partners explained video 
filming to vulnerable 
populations in their own 
language. There has been no 
other data collection.  

Article 13 A clear procedure for feedback, complaints or allegations of 
misconduct must be offered that gives genuine and appropriate access 
to all research participants and local partners to express any concerns 
they may have with the research process. This procedure must be 
agreed with local partners at the outset of the research.   

NGOs involved were available 
for feedback and complaints. 
No complaints have been 
received.  

Article 14 Research that would be severely restricted or prohibited in a 
high income setting should not be carried out in a lower-income 
setting. Exceptions might be permissible in the context of specific local 
conditions (e.g. diseases not prevalent in high-income countries). If and 
when such exceptions are dealt with, the internationally acknowledged 
compliance commandment “comply or explain” must be used, i.e. 
exceptions agreed upon by the local stakeholders and researchers must 
be explicitly and transparently justified and made easily accessible to 
interested parties. 

N/A for this project 

Article 15 Where research involvement could lead to stigmatization 
(e.g. research on sexually transmitted diseases), incrimination (e.g. sex 
work), discrimination or indeterminate personal risk (e.g. research on 
political beliefs), special measures to ensure the safety and wellbeing of 
research participants need to be agreed with local partners. 

Measures for the involvement 
of sex workers in TRUST 
cannot be described without 
compromising anonymity. This 
was handled carefully, 
including by local NGO. 

Article 16 Ahead of the research it should be determined whether local 
resources will be depleted to provide staff or other resources for the 
new project (e.g. nurses or laboratory staff). If so, the implications 
should be discussed in detail with local communities, partners and 
authorities and monitored during the study 

N/A for this project 
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Article 17 In situations where animal welfare regulations are 
inadequate or non-existent in the local setting compared with the 
country of origin of the researcher, animal experimentation should 
always be undertaken in line with the higher standards of protection for 
animals. 

N/A for this project 

Article 18 In situations where environmental protection and biorisk-
related regulations are inadequate or non-existent in the local setting 
compared with the country of origin of the researcher, research should 
always be undertaken in line with the higher standards of 
environmental protection. 

N/A for this project 

Article 19 Where research may involve health, safety or security risks 
for researchers or expose researchers to conflicts of conscience, 
tailored risk management plans should be agreed in advance of the 
research between the research team, local partners and employers. 

Risk assessment for the UK 
film team was provided prior 
to trips to South Africa. 

Article 20 A clear understanding should be reached among 
collaborators with regard to their roles, responsibilities and conduct 
throughout the research cycle, from study design through to study 
implementation, review and dissemination. Capacity-building plans for 
local researchers should be part of these discussions.. 

Such an understanding was 
required by the bid to the EC 
and led to a contract and 
consortium agreement with 
clear role differentiations. 

Article 21 Lower educational standards, illiteracy or language barriers 
can never be an excuse for hiding information or providing it 
incompletely. Information must always be presented honestly and as 
clearly as possible. Plain language and a non-patronising style in the 
appropriate local languages should be adopted in communication with 
research participants who may have difficulties comprehending the 
research process and requirements.   

Communication with local 
communities has been 
undertaken by local partners 
in local languages. 

Article 22 Corruption and bribery of any kind cannot be accepted or 
supported by researchers from any countries. 

N/A for this project 

Article 23 Lower local data protection standards or compliance 
procedures can never be an excuse to tolerate the potential for privacy 
breaches. Special attention must be paid to research participants who 
are at risk of stigmatization, discrimination or incrimination through the 
research participation.   
 

Filming material (the only 
material which requires data 
protection in TRUST) is held 
securely in South Africa and 
the UK.  
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