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Executive Summary 
The development of a Global Code of Conduct for North-South Collaborations in Research 
(GCC) is a complex task for the TRUST project. To date, we have: 

 
 
This Deliverable presents the findings of the fifth step along the way, namely mapping the 
ethics guidelines collected from around the world onto the risk matrix. Nine identified risks 
are not addressed in major existing ethics guidelines. This will be given further attention in 
the development of the Global Code of Conduct for North-South Collaborations in Research.  
 

FAIRNESS 
o Risk 1 In medical research: multiple trial enrolment 
o Risk 5 Difficult or no access to legal system or legal aid  
o Risk 6 Human rights violations not taken up by civil society  
 
RESPECT 
o Risk 43 Diverse ethical priorities for matters such as gender equality or sexual 

relations  
o Risk 45 Localised social effects from research team presence  
o Risk 58 Research ethics committee does not have local / national government / 

ministry support to conduct its activities 
 
CARE 
o Risk 59 Localised physical effects from research team presence 
o Risk 62 Lack of risk management approaches to biosafety 
o Risk 63 Lack of risk management approaches to biosecurity 
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Collected case studies from four sources

Engaged a large range of stakeholders

Collected ethics guidelines from around the world

Developed an exploitation risk matrix
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Introduction 
Developing a Global Code of Conduct for North-South Collaborations in Research, as envisaged 
in the TRUST project, is a complex matter. The following two traps had to be avoided.  
 

1. Building a conglomerate of existing codes, e.g. taking all elements of North-South 
collaborations from major guidelines and uniting them into a new code. Given the 
predominance of Northern authors in the drafting of existing ethics codes a Northern 
bias would most likely have resulted.  

2. We know it all codes, e.g. assuming that a given group of people can write a 
comprehensive code by compiling the principles they care most about from their area 
of expertise into a new code. Whilst we believe in the existence of unique expertise, 
we wanted to have a more systematic grounding for our Global Code.  

 
The TRUST group therefore built a risk matrix with 88 risks of 
exploitation in North-South research collaborations as a major 
and systematic step towards developing our Global Code of 
Conduct. To link our work with the main efforts that have been 
undertaken around the world to avoid exploitation in 
research, this Deliverable maps major ethics guidelines onto 
each of the 88 risks. The risks are grouped according to the 
four TRUST values of fairness, respect, care and honesty, as well as by potential exploitee: 
individuals, institutions, local communities, animals and the environment. With this 
Deliverable, we hope to achieve three things: 
 

1. A “reality check” for our systematic risk analysis. If a high percentage of our identified 
risks were not covered by existing ethics guidelines, one would have to ask why and 
potentially adapt the risk table.  

2. Assuming the “reality check” is successful and most risks are covered, pay particular 
attention to the remaining risks, to either ensure that our Global Code of Conduct 
includes advice on how to reduce these risks, or eliminate them from the risk table, as 
they should not or cannot reasonably be handled by researchers.  

3. Ensure credibility for our Global Code of Conduct by being able to show that we arrived 
at our findings in a systematic and innovative way (the risk matrix), but that we still 
took account of all major efforts preceding us.  

 

 

 
 
  

88 risks 
mapped

Reality check

Complete

Credible

This deliverable maps 
major ethics guidelines 
onto each of the 88 risks.  

Global Code 
of Conduct for 
North South 

Collaborations 
in Research 

http://trust-project.eu/wp-content/uploads/2016/12/TRUST-Deliverable-Generic-Risks-Final-copy.pdf
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Fairness 
Risks for Individuals 
Value Fairness 
Risk 1 In medical research: multiple trial enrolment 
Ethics 
Principle/s 

No match to major ethics guidelines 
It is taken for granted that patients or healthy volunteers do not enrol 
simultaneously in several studies. See case 6 in TRUST case studies.  

  
Risk 2 In all research: undue inducement 
Ethics 
Principle/s and 
source codes 

• Compensation must not be so large as to induce potential participants 
to consent to participate in the research against their better 
judgement; ‘’undue inducement’’. A local research ethics committee 
must approve reimbursement and compensation for research 
participants [Guideline 13, CIOMS, 2016] 

• The possibility of “undue inducement” can be reduced by good consent 
procedures that help participants to process risks and by quality ethical 
review to minimize research risks. In addition, sound screening 
processes can offset the possibility that participants conceal information 
in order to access trial payments [NHREC, 2012]  

• Compensation and incentives should not only be monetary, but could 
also take the form of technology transfer (e.g., scientific, technical, and 
medical training, and installation and ongoing maintenance of 
infrastructure of laboratories, clinics, libraries, and other facilities) 
[Ndebele, 2006] 

  
Risk 3 In medical research: no post-study access to treatment 
Ethics 
Principle/s 

In advance of a clinical trial; sponsors, researchers and host country 
governments should make provisions for post-trial access for all participants 
who still need an intervention identified as beneficial in the trial. This 
information must also be disclosed to participants during the informed 
consent process [Principle 34, WMA Declaration of Helsinki, 2013] 

  
Risk 4 In all research: no access to results or benefits of research 
Ethics 
Principle/s 

• Research once done, irrespective of results, must be published according 
to Principle 36 of the Declaration of Helsinki (2013) as it would be 
unethical to expose another set of patients or volunteers to the same 
risk to obtain the same results. 

• As part of their obligation, sponsors and researchers must make every 
effort, in cooperation with government and other stakeholders, to make 
available as soon as possible any intervention or product developed, and 
the knowledge generated for the population or community in which the 
research is carried out, and to assist in building local research capacity. 
In some cases, in order to ensure an overall fair distribution of benefits 
and burdens of research, additional benefits such as investments in the 

http://trust-project.eu/wp-content/uploads/2016/03/TRUST-664771-Paradigmatic-Case-Studies-WP1-Final.pdf


8 | P a g e  
 

local health infrastructure should be provided to the community. 
Researchers should also consult with and engage communities in making 
plans for any intervention or product developed, including the 
responsibilities of all relevant stakeholders [Guideline 2, CIOMS, 2016] 

• As part of trial registration, reporting of results has been mandated by 
law in some countries. Where it is not legally required, researchers 
should provide results of registered trials in public databases, wherever 
these are available. [Guideline 3.8.2, Indian Council of Medical Research, 
2016] 

  
Risk 5  Difficult or no access to legal system or legal aid 
Ethics 
Principle/s 

No match to major ethics guidelines 

  
Risk 6 Human rights violations not taken up by civil society 
Ethics 
Principle/s 

No match to major ethics guidelines 

 

Risks for Institutions 
Value Fairness 
Risk 7 Research priorities driven by Northern partners: 

• Mismatch to local research needs 
Ethics 
Principle/s 

Before instituting a plan to undertake research in a population or community in LMICs, 
the sponsor, researchers, and relevant public health authority must ensure that the 
research is responsive to the health needs or priorities of the communities or 
populations where the research is conducted [Guideline 2, CIOMS, 2016] 

  
Risk 8 Poor representation of southern (host) partners on research teams, e.g.: 

• Responsible for menial tasks only 
• Not acknowledged or represented appropriately in publications 

Ethics 
Principle/s 

• Collaborating partners should come to a mutual understanding about their 
roles and responsibilities in the planning, conduct and dissemination of 
research. Such understandings should be renegotiated when roles or 
responsibilites change [Principle 12, Montreal Statement on Research 
Integrity in Cross-Boundary Research Collaborations, 2013] 

• Collaborating partners should come to an agreement, at the outset and later 
as needed, on how publication and other dissemination decisions will be 
made and on standards for authorship and acknowledgement of joint 
research products. The contributions of all partners, especially junior 
partners, should receive full and appropriate recognition. Publications and 
other products should state the contributions of all contributing parties. 
[Responsibility 18, Montreal Statement on Research Integrity in Cross-
Boundary Research Collaborations, 2013] 

• The San contribution to research should be acknowledged at all times. 
[Principle 1, San Code of Ethics, 2017] 



9 | P a g e  
 

  
Risk 9 ‘Helicopter research’ by Northern partners: 

• No knowledge transfer or capacity building / strengthening 
Ethics 
Principle/s 

• Given the magnitude and severity of the health problems in different 
countries, capacity building should be promoted on a priority basis to address 
ethical issues that arise out of collaborative research.  

• The participating centres should function as equal partners with the 
collaborator (s) and sponsor (s) in terms of ownership, analysis, dissemination, 
publication and intellectual property rights, as may be appropriate. There must 
be bilateral/multilateral free flow of knowledge and capacity [Guideline 12.1.1-
2, Indian Council of Medical Research, 2016] 

  
Risk 10 Lack of protection of Intellectual Property Rights for LMIC institutions 
Ethics 
Principle/s 

• Collaborating partners should come to agreement, at the outset, and later as 
needed on the use, management, sharing and ownership of data, intellectual 
property, and research records [Responsibility 16, Montreal Statement on 
Research Integrity in Cross-Boundary Research Collaborations, 2013] 

• In order to recognise the intellectual contributions of researchers who 
generate, preserve and share key datasets, all users of research data should 
acknowledge the sources of their data and abide by the terms and conditions 
under which they are accessed [Principle 6, RCUK Common Principles on Data 
Policy, 2015]  

  
Risk 11 Lack of clear standards for operating systems and timelines for RECs 
Ethics 
Principle/s 

• Research ethics committees must be formally established and given adequate 
mandate and support to ensure timely and competent review according to 
clear and transparent procedures [Guideline 23, CIOMS, 2016] 

• The ethics committee will perform their function through competent initial and 
continuing review of all scientific, ethical, medical and social aspects of 
research proposals received by it, in an objective, timely and independent 
manner [Guideline 4.7.2, Indian Council of Medical Research, 2016] 

  
Risk 12  No capacity or procedures for study oversight to ensure compliance with decisions of 

research ethics committees  
Ethics 
Principle/s 

The ethics committee must have the right to monitor ongoing studies. The researcher 
must provide monitoring information to the committee, especially information about 
any serious adverse events [Principle 23, WMA Declaration of Helsinki, 2013] 

 

Risks for Local Communities 
Value Fairness 
Risk 13 Research priorities driven by Northern partners: 

• Mismatch to local research needs 
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Ethics 
Principle
/s 

Before instituting a plan to undertake research in a population or community in LMICs, 
the sponsor, researchers, and relevant public health authority must ensure that the 
research is responsive to the health needs or priorities of the communities or 
populations where the research is conducted [Guideline 2, CIOMS,  2016] 

  
Risk 14 Research priorities driven by Northern partners: 

• No or little input from marginalized communities into research 
Ethics 
Principle
/s 

• Vulnerable populations or communities have an equal right to be included in 
research so that benefits accruing from the research apply to them. The 
participants must be empowered to the extent possible, to be able to make their 
own decisions. [Guideline 6.1.1 and 6.1.3, Indian Council of Medical Research, 
2016] 

• For any research using tribal knowledge, which may have commercial potential, 
benefit sharing with the community should be ensured [Guideline 6.7.8, Indian 
Council of Medical Research, 2016] 

• Respect is shown when the San people can input into all research endeavours 
at all stages so they can explain their sensitivities [Principle 1, San Code of Ethics, 
2017] 

  
Risk 15 Undue inducement 
Ethics 
Principle
/s 

• Capacity building can benefit the community by strengthening local research 
capacity.  However, when capacity building is provided, it is important that this 
does not constitute undue inducement for patients to participate in the study 
[GlaxoSmithKline, 2014]. 

• Where bribes and other advantages are offered to the San people in order to 
secure approvals, this is viewed as a lack of respect [Principle 1, San Code of 
Ethics, 2017] 

  
Risk 16 No benefit sharing or feedback 
Ethics 
Principle
/s 

• It is important that the San learn about the benefits that San participants and 
the community might expect.  

• These might be largely non-monetary but include co-research opportunities, 
sharing of skills and research capacity, roles for translators and research 
assistants.  

• Any possible benefits should be discussed with the San, in order to ensure that 
these benefits do actually return to the community [Principle 3, San Code of 
Ethics, 2017] 

  
Risk 17 Support for foreign-sponsored research drains local system of staff 
Ethics 
Principle
/s 

• Health-related research often requires international collaboration and some 
communities lack the capacity to assess or ensure the scientific quality or ethical 
acceptability of health-related research proposed or carried out in their 
jurisdictions.  

• Researchers and sponsors who plan to conduct research in these communities 
should contribute to capacity building which may include, educating research 
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and health-care personnel and making arrangements to avoid undue 
displacement of healthcare personnel [Guideline 8, CIOMS, 2016] 

  
Risk 18 Lack of protection of IPR or traditional knowledge (TK) for local communities 
Ethics 
Principle
/s 

• The San should have the power, or the ability, to enforce compliance with any 
breach of the San Code of Ethics.  A breach of the code can be lack of honesty, 
or lack of respect, of theft of traditional knowledge or copyright, or failure to 
comply with promises, or failure to acknowledge. [Principle 3, San Code of 
Ethics, 2017] 

• Collaborating partners should come to agreement, at the outset, and later as 
needed on the use, management, sharing and ownership of data, intellectual 
property, and research records [Responsibility 16, Montreal Statement on 
Research Integrity in Cross-Boundary Research Collaborations, 2013]. 

  
Risk 19 Human rights violations not taken up by civil society 
Ethics 
Principle
/s 

• As part of justice and fairness, the San will try to enforce compliance with any 
breach of the San Code, including through the use of dispute resolution 
mechanisms.  

• In extreme cases the listing and publication of unethical researchers in a “black 
book” might be considered.  

• An institution whose researchers fail to comply with the code can be refused 
collaboration in future research, hence there will be “consequences” for 
researchers who fail to comply with the San Code [Principle 3, San Code of 
Ethics, 2017]  

  
Risk 20 Absence of systems for community approvals 
Ethics 
Principle
/s 

• Community consent / Gatekeeper consent / Individual consent: Individual 
informed consent has to be taken after obtaining the permission of 
“gatekeepers” community heads or leaders / culturally appropriate local 
authorities / healthcare givers / institutions or organizations responsible for 
child welfare or appointed advocates. Such procedures must respect local 
cultural customs. This may be a community tradition but does not substitute 
individual consent unless a waiver has been granted. [Guideline 9.2.4, Indian 
Council of Medical Research, 2016] 

• Respectful researchers engage with the San in advance of carrying out research. 
There should be no assumption that the San will automatically approve of any 
research projects that is brought to the San [Principle 1, San Code of Ethics, 
2017]. 

 

Risks for Countries 

Value Fairness 
Risk 21 No universal access to healthcare for population: 

• Differences in standards of 'usual' care 
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Ethics 
Principle/s 

• It is the duty of the physician to promote and safeguard the health, well-
being and rights of patients, including those who are involved in medical 
research. It is the duty of physicians who are involved in medical research to 
protect the life, health, dignity, right to self-determination, privacy, and 
confidentiality of personal information of research subjects [Principles 4 and 
9, WMA Declaration of Helsinki, 2013]  

• All participants in the research should have access to the best standard of 
care possible [Guideline 12.1.7, Indian Council of Medical Research, 2016]     

• Especially in the context of clinical trials, researchers and sponsors must 
make adequate provisions for addressing participants’ health needs during 
research and if, necessary, for the transition of participants when the 
research is concluded. The obligation to care for participants’ health needs is 
influenced among other things, by the extent to which participants need 
assistance and established effective care is available locally [Guideline 6, 
CIOMS, 2016]. 

  
Risk 22 No universal access to healthcare for population: 

• Placebo controlled trials approved 
Ethics 
Principle/s 

• Placebo may be used as a comparator when there is no established effective 
intervention for the condition under study, or when placebo is added on to 
an established effective intervention. When there is an established effective 
intervention, placebo may be used as a comparator without providing the 
established effective intervention to participants only if,  

1. There is compelling scientific reasons for using placebo and, 
2. Delaying or withholding the established effective intervention will result in no 

more than a minor increase above minimal risk to the participant and the 
risks are minimised, including through the use of effective mitigation 
procedures [Guideline 5, CIOMS, 2016]  

• Where no proven intervention exists, the use of placebo, or no 
intervention, is acceptable; or where for compelling and scientifically sound 
methodological reasons the use of any intervention less effective than the 
best proven one, the use of placebo, or no intervention is necessary to 
determine the efficacy or safety of an intervention and the patients who 
receive any intervention less effective than the best proven one, placebo, 
or no intervention will not be subject to additional risks of serious or 
irreversible harm as a result of not receiving the best proven intervention. 
Extreme care must be taken to avoid abuse of this option. [Principle 33, 
WMA Declaration of Helsinki, 2013] 

  
Risk 23 Support for foreign-sponsored research drains local systems and resources 
Ethics 
Principle/s 

• Collaborating partners should use human, animal, financial and other 
resources responsibly and openly discuss their customary practices and 
assumptions related to the research.  
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• Diversity of perspectives, expertise and methods and differences in 
customary practices that could compromise the integrity of the research 
should be addressed openly.  

• Collaborating partners should be accountable to each other, to funders and 
to other stakeholders in the accomplishment of the research [Montreal 
Statement on Research Integrity in Cross-Boundary Research Collaboration, 
2013] 

  
Risk 24 Medical science research shaped by the ‘para state’ 
Ethics 
Principle/s 

Before instituting a plan to undertake research in a population or community in 
LMICs, the sponsor, researchers, and relevant public health authority must ensure 
that the research is responsive to the health needs or priorities of the communities 
or populations where the research is conducted [Guideline 2, CIOMS, 2016] 

  
Risk 25 No relevant legal instruments for ethics committees 
Ethics 
Principle/s 

The research ethics committee must take into consideration the laws and 
regulations of the country or countries in which the research is to be performed as 
well as applicable international norms and standards but these must not be allowed 
to reduce or eliminate any of the protections for research subjects set forth in the 
Declaration of Helsinki [Principle 23, WMA Declaration of Helsinki, 2013] 

  
Risk 26 Poor research governance frameworks to ensure  adherence to ethical standards 
Ethics 
Principle/s 

Guidelines, rules, regulations and cultural sensitivities of all countries participating 
in collaborative research proposals should be respected, especially by researchers in 
the host country and the sponsor country. An appropriate Memorandum of 
Understanding should be in place to safeguard the interests and ensure compliance 
[Guideline 12.1.11, Indian Council of Medical Research, 2016]. 

  
Risk 27 No cross-border legal recourse in cases of exploitation 
Ethics 
Principle/s 

• General collaborative responsibilities must include the principles of 
integrity, trust, purpose and goals [Responsibilities 1-4] 

• The collaboration as a whole should be in compliance with all laws, policies 
and regulations to which it is subject. Collaborating partners should 
promptly determine how to address conflicting laws, policies or regulations 
that apply to the research [Responsibility 7] 

• The collaboration as a whole should have procedures in place for 
responding to allegations of misconduct or other irresponsible research 
practice by any of its members. Collaborating partners should promptly 
take appropriate action when misconduct or other irresponsible research 
practice by any partner is suspected or confirmed [Responsibility 19] 

[Montreal Statement on Research Integrity in Cross-Boundary Research 
Collaborations, 2013] 

  
Risk 28 Discriminatory laws that may create stigmatised minorities 
Ethics 
Principle/s 

Participation may make a person vulnerable to stigmatization and discrimination, 
which may affect even the person who is participating as a normal control or is 
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recruited from the general population. Because of the magnitude and probability of 
harm; special protections should be meticulously undertaken to ensure privacy and 
confidentiality about the identity and data of minorities [Guideline 6.2.15, Indian 
Council of Medical Research, 2016]. 

 

Risks for Animals 
Value Fairness 
Risk 29 Variations in regulatory standards for animal experimentation 
Ethics 
Principle/s 

• Animal users and institutional management should strive for the best 
regulation of laboratory animal use, both at an institutional and statutory 
level.  

• They should see that animal welfare regulations and operational codes and 
practices are properly adhered to [Guideline 6.1, South African Medical 
Research Council, 2004]. 

  
Risk 30 Inadequate systems to ensure compliance with animal welfare standards 
Ethics 
Principle/s 

• The welfare of animals used for research must be respected. [Principle 21, 
WMA Declaration of Helsinki, 2013]. 

• The Director/Manager of animal research facilities shall have as a primary 
responsibility compliance with all laws and ordinances that regulate the 
acquisition, capture, importation, production, breeding, transportation, 
treatment, and/or killing of laboratory animals and the acquisition, storage 
and use of hazardous substances, microorganisms and parasites [Guideline 
14,  South African Medical Research Council, 2004] 

  
 

Risks for the Environment 
Value Fairness 
Risk 31 Study leads to reduction of natural resources  
Ethics 
Principle/s 

Medical research should be conducted in a manner that minimises possible harm to 
the environment [Principle 11, WMA Declaration of Helsinki, 2013] 

  
Risk 32 Lack of benefit sharing for the environment 
Ethics 
Principle/s 

Researchers should be aware of the local biodiversity areas and status of species 
[endemic, protected etc.] around their research sites, as well as the applicable local 
environmental regulations on biodiversity and protection of species [Sanofi, 2013] 

  
Risk 33 Variations in governance of natural resources 
Ethics 
Principle/s 

• Respect for our culture includes respect for the environment and our 
relationship with the environment [Principle 1, San Code of Ethics, 2017] 

• Adherence to biodiversity preservation principles includes human rights 
principles regarding respect for the rights of indigenous people to maintain, 
control, protect and develop their intellectual property in regard to cultural 
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heritage, traditional knowledge and traditional cultural expressions [Sanofi, 
2013]. 

  
Risk 34 Variations in procedural rights 
Ethics 
Principle/s 

Respect for our culture includes respect for the environment and our relationship 
with the environment [Principle 1, San Code of Ethics, 2017]    

  
Risk 35 Environmental protection not well ‘policed’ by civil society 
Ethics 
Principle/s 

Principle of Environmental Protection: whereby the researchers have a responsibility 
to be accountable for ensuring environment protection at all stages of the research 
[Principle 1.1.11, Indian Council of Medical Research, 2016] 
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Respect 
Risks for Individuals 
Value Respect 
Risk 36 Unequal power relations: 

• High trust in authorities 
Ethics 
Principle/s 

When seeking informed consent for participation in a research study the physician must 
be particularly cautious if the potential subject is in a dependent relationship with the 
physician or may consent under duress. In such situations the informed consent must 
be sought by an appropriately qualified individual who is completely independent of 
this relationship [Principle 27, WMA Declaration of Helsinki, 2013]. 

  
Risk 37 Individual spiritual and religious priorities incompatible with or ignored by Northern 

partners 
Ethics 
Principle/s 

Collaborating partners should use human, animal, financial and other resources 
responsibly and openly discuss their customary practices and assumptions related to 
the research. Diversity of perspectives, expertise and methods and differences in 
customary practices that could compromise the integrity of the research should be 
addressed openly [Responsibility 10, Montreal Statement on Research Integrity in 
Cross-Boundary Research Collaborations, 2013] 

  
Risk 38 Researchers and / or ethics committees deciding ‘what is best’ 
Ethics 
Principle/s 

Although scientific and social value are the fundamental justification for undertaking 
research; researchers, sponsors, research ethics committees and health authorities 
have a moral obligation to ensure that all research is carried out in ways that uphold 
human rights and respect, protect and are fair to study participants and the 
communities in which the research is conducted. Scientific and social value cannot 
legitimate subjecting study participants or host communities to mistreatment or justice 
[Guideline 1, CIOMS, 2016]. 

  
 

Risks for Institutions 
Value Respect 
Risk 39 Research protocol and papers imported from Northern partners and not tailored to 

local needs 
Ethics 
Principle/s 

Before instituting a plan to undertake research in a population or community in LIMCs, 
the sponsor, researchers, and relevant public health authority must ensure that the 
research is responsive to the health needs or priorities of the communities or 
populations where the research is conducted [Guideline 1 and 2, CIOMS, 2016] 
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Risk 40 Ethical approval sought only from Northern partner 
Ethics 
Principle/s 

• The research protocol must be submitted for consideration, comment, guidance 
and approval to the concerned research ethics committee before the study 
begins.  

• The committee must be transparent in its functioning, must be independent of 
the researcher, the sponsor and any other undue influence and must be duly 
qualified.  

• It must take into consideration the laws and regulations of the country or 
countries in which the research is to be performed as well as applicable 
international norms and standards but these must not be allowed to reduce or 
eliminate any of the protections for research subjects set forth in the 
Declaration of Helsinki (2013) [Principle 23]. 

  
 

Risks for Local Communities 
Value Respect 
Risk 41 Diverse interpretations of important values 
Ethics 
Principle/s 

Although scientific and social value are the fundamental justification for undertaking 
research; researchers, sponsors, research ethics committees and health authorities 
have a moral obligation to ensure that all research is carried out in ways that uphold 
human rights and respect, protect and are fair to study participants and the 
communities in which the research is conducted. Scientific and social value cannot 
legitimate subjecting study participants or host communities to mistreatment or justice 
[Guideline 1, CIOMS, 2016] 

  
Risk 42 Local requirements for effective community engagement ignored 
Ethics 
Principle/s 

• Researchers, sponsors, health authorities, and relevant institutions should 
engage potential participants and communities in a meaningful participatory 
process that involves them in an early and sustained manner in the design, 
development, implementation, design of the informed consent process and 
monitoring of research, and in the dissemination of its results [Guideline 7,  
CIOMS, 2016] 

• Researchers need to carefully follow each step of the research processes set out 
in the San research protocols. This process will take place firstly from the 
engagement with the San community, then with the collective design and 
selection of research projects, and then communications leading to approval of 
the project, and then to the publication of the research together with whatever 
conditions are attached. [Principle 5, San Code of Ethics, 2017]. 

  
Risk 43 Diverse ethical priorities for matters such as gender equality or sexual relations.  
Ethics 
Principle/s 

No match to major ethics guidelines 

  
Risk 44 Particular spiritual and religious priorities incompatible with or ignored by Northern 

partners 
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Ethics 
Principle/s 

Collaborating partners should use human, animal, financial and other resources 
responsibly. Collaborating partners should openly discuss their customary practices and 
assumptions related to the research. Diversity of perspectives, expertise and methods 
and differences in customary practices that could compromise the integrity of the 
research should be addressed openly [Responsibility 10 and 13, Montreal Statement on 
Research Integrity in Cross-Boundary Research Collaborations, 2013] 

  
Risk 45 Localised social effects from research team presence 

(Behaviour of Northern researchers and interactions may be considered inappropriate 
and cause offence). 

Ethics 
Principle/s 

No match to major ethics guidelines 

  
Risk 46 Local customs may violate laws of the country and / or human rights 
Ethics 
Principle/s 

• Physicians must consider the ethical, legal and regulatory norms and standards 
for research involving human subjects in their own countries as well as 
applicable international norms and standards. No national or international 
ethical, legal or regulatory requirement should reduce or eliminate any of the 
protections for research subjects set forth in the Declaration of Helsinki 
[Principle 10, WMA Declaration of Helsinki, 2013] 

• The San people require respect for their culture and history. They have certain 
sensitivities that are not known by others who view their shyness as a lack of 
self-esteem. Ignoring their social customs and norms is viewed as a sign of 
disrespect of the San community. [Principle 1, San Code of Ethics, 2017]. 

 

Risks for Countries 

Value Respect 
Risk 47 Research protocols and practices which fail to take account of national traditions and 

legislation 
Ethics 
Principle/s 

• Physicians must consider the ethical, legal and regulatory norms and standards 
for research involving human subjects in their own countries as well as 
applicable international norms and standards. No national or international 
ethical, legal or regulatory requirement should reduce or eliminate any of the 
protections for research subjects set forth in the Declaration of Helsinki 
[Principle 10, WMA Declaration of Helsinki, 2013]  

• The San people require respect for their culture and history. They have certain 
sensitivities that are not known by others who view their shyness as a lack of 
self-esteem. Ignoring their social customs and norms is viewed as a sign of 
disrespect of the San community. [Principle 1, San Code of Ethics, 2017]. 

• Adherence to biodiversity preservation principles includes human rights 
principles regarding respect for the rights of indigenous people to maintain, 
control, protect and develop their intellectual property in regard to cultural 
heritage, traditional knowledge and traditional cultural expressions [Sanofi, 
2013].  
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Risks for Animals 
Value Respect 
Risk 48 Variations in customs, norms and attitudes towards animal welfare and inhumane 

practices 
Ethics 
Principle/s 

• Collaborating partners should use human, animal, financial and other 
resources responsibly and openly discuss their customary practices and 
assumptions related to the research. Diversity of perspectives, expertise and 
methods and differences in customary practices that could compromise the 
integrity of the research should be addressed openly. [Responsibility 10 and 
13, Montreal Statement on Research Integrity in Cross-Boundary Research 
Collaborations, 2013]  

• Researchers should guard against any tendency to under-rate or ignore the 
potential discomfort or suffering of animal subjects and may not try to achieve 
cost savings by compromising the quality of care afforded to them [Guideline 
3.4,  South African Medical Research Council, 2004] 

• Experimental procedures which cause either hunger, thirst, injury, disease, 
discomfort, fear, distress, deprivation or pain must, be design keep exposure 
of animals to these conditions to minimum. Humanness is the practice of 
reducing the sum total of these conditions experienced by an animal subject 
to a minimum or eliminating them altogether, by applying the “3Rs” principles 
of Russell and Burch (1959) [Replacement, Reduction and Refinement]  

• As a key element of their corporate social responsibility, pharmaceutical 
companies like Sanofi, have committed to meeting and exceeding regulations 
and standards for use of animals in research. They fully adhere to the 3Rs 
[replacement, reduction and refinement] of animals in research. Together with 
EFPIA (2012) they have launched awareness campaigns for the acceleration 
and development of the 3Rs through innovation, projects and external 
collaboration with NGO’s, consortia, scientific organisations and regulatory 
authorities. Likewise, Roche is also dedicated to following the guiding 
principles of the “3Rs’’[Roche, 2013]  

  
 

Risks for the Environment 
Value Respect 
Risk 49 Variations in customs, norms and attitudes towards the environment 
Ethics 
Principle/s 

• Principle of Environmental Protection: whereby the researchers have a 
responsibility to be accountable for ensuring environment protection at all 
stages of the research [Principle 1.1.11, Indian Council of Medical Research, 
2016] 

• Respect for our culture includes respect for the environment and our 
relationship with the environment. [Principle 1, San Code of Ethics, 2017]. 
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• The caring part of research must extend to the families of those involved, as 
well as to the social and physical environment [Principle 4, San Code of Ethics, 
2017]. 

• Sanofi acknowledges that each country has sovereignty over its natural 
resources and knowledge of the traditional ways in which those resources 
were used. The Group is committed to supporting internal and external 
initiatives against biopiracy [Sanofi, 2013] 
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Care 
Risks for Individuals 
Value Care 
Risk 50 In medical research: Therapeutic misconception 
Ethics 
Principle/s 

• Physicians who combine medical research with medical care should involve 
their patients in research only to the extent that is justified by its potential 
preventative, diagnostic or therapeutic value and if the physician has a good 
reason to believe that participation in the research study will not adversely 
affect the health of the patients who serve as research subjects [Principle 14, 
WMA Declaration of Helsinki, 2013]  

• The physician must fully inform the patient which aspects of their care are 
related to research. The refusal of a patient to participate in a study or the 
patient’s decision to withdraw from the study must never adversely affect the 
patient-physician relationship [Principle 31, WMA Declaration of Helsinki, 
2013] 

  
Risk 51 In medical research: Misunderstanding of research  aims 
Ethics 
Principle/s 

• Wherever needed/suggested by the ethics committee, a test of understanding 
can also be administered to ensure that the participant has really understood 
the procedures and extent of involvement in the study  [Guideline 5.2.4, Indian 
Council of Medical Research, 2016]  

• After ensuring that the potential subject has understood the information, the 
physician or another appropriately qualified individual must then seek the 
potential subject’s freely-given informed consent [Principle 26, WMA 
Declaration of Helsinki, 2013]  

• Researchers have a duty to seek and obtain consent, but only after providing 
relevant information about the research and ascertaining that the potential 
participant has adequate understanding of the material facts [Guideline 9, 
CIOMS, 2016] 

  
Risk 52 Procedures for informed consent not tailored to individual 
Ethics 
Principle/s 

Before requesting an individual’s consent to participate in research, the investigator 
must provide the individual with detailed information and discuss her/his queries 
about the research in the language she/he is able to understand which should not only 
be scientifically accurate but should also be sensitive to social and cultural context of 
the participant [Guideline 5.2.1, Indian Council of Medical Research, 2016] 

  
Risk 53 Lack of possible actions to address adverse effects of participation:  

Direct such as physical side effects and Indirect – such as stigmatisation 
Ethics 
Principle/s 

• Sponsors and researchers must ensure that research participants who suffer 
physical, psychological or social harm as a result of participating in health-
related research receive free treatment and rehabilitation for such harms, as 
well as compensation owed for lost wages as appropriate.  
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• Such treatment and compensation are owed to research participants who are 
harmed physically, psychologically or socially, as a consequence of 
interventions performed solely to accomplish the purposes of research, 
regardless of fault.  

• In the case of death resulting from participation, the participant’s dependants 
are entitled to compensation.  

• Participants must not be asked to waive the right to free treatment and 
compensation for research-related harms. Research ethics committees must 
determine whether there is an adequate arrangement for treatment and 
compensation for research-related injuries [Guideline 14, CIOMS, 2016] 

  
 

Risks for Institutions 
Value Care 
Risk 54 No host country research ethics structures or inappropriate match with requirements 
Ethics 
Principle/s It is also our responsibility as San to ensure that our San Council includes the 

different leadership structures as part of the research approval process [Principle 5, 
San Code of Ethics, 2017] 

  
Risk 55 No capacity on existing research ethics committees  
Ethics 
Principle/s 

Research ethics committees must be formally established and given adequate 
mandate and support to ensure timely and competent review according to clear and 
transparent procedures.  
Committees must include multidisciplinary membership in order to competently 
review the proposed research.  
Committee members must be duly qualified and regularly update their knowledge of 
ethical aspects of health-related research [Guideline 23, CIOMS Guidelines, 2016] 

  
Risk 56 Members of research ethics committees are poorly trained and lack specialized 

expertise to review ALL types of research protocols 
Ethics 
Principle/s 

• Research committees must include multidisciplinary membership in order to 
competently review the proposed research. Committee members must be duly 
qualified and regularly update their knowledge of ethical aspects of health-
related research [Guideline 23, CIOMS, 2016] 

• It is the role and responsibility of all ethics committee members to participate 
in continuing education activities in research ethics and get updated on 
relevant guidelines and regulations [Guideline 4.3.6, Indian Council of Medical 
Research, 2016] 

• The ethics committee can maintain a panel of subject experts who are 
consulted for their subject expertise, for instance, a paediatrician for paediatric 
research, a cardiologist for research on cardiac disorders etc. They may be 
invited to attend the meeting for opinion on specific proposals but will not 
have voting rights [Guideline 4.3.10, Indian Council of Medical Research, 2016] 
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• Ethics committee [EC] members should be trained in research ethics, EC 
functions, SOPs and should be conversant with ethical guidelines and relevant 
regulations of the country. EC members should undergo initial and continuing 
training in research ethics, regulatory requirements if and applicable EC SOPs. 
All trainings must be documented. Any change in the relevant guidelines or 
regulatory requirements should be brought to the attention of all EC members. 
EC members should be aware of local, social and cultural norms and emerging 
ethical issues. [Guidelines 4.6.1-4, Indian Council of Medical Research, 2016] 

  
Risk 57 Schedule of research ethics committee meetings is either too few or too sporadic 
Ethics 
Principle/s 

• The institution is responsible for establishing an ethics committee to ensure an 
appropriate and sustainable system for quality ethical review and monitoring.  

• The institution is responsible to make available logistical support e.g. 
infrastructure, staff, space, funds and protected time for the Member 
Secretary. [Guidelines 4.0.3, Indian Council of Medical Research, 2016] 

  
Risk 58 Research ethics committee does not have local / national government / ministry 

support to conduct its activities 
(Ethics committee acts in a vacuum). 

Ethics 
Principle/s 

No match to major ethics guidelines 

  
 

Risks for Local Communities 
Value Care 
Risk 59 Localised physical effects from research team presence 

(The mere presence of a research study can have a great impact upon the local 
community. For example, research teams require food and accommodation, 
purchase local goods and services and form relationships with local people. 
Detrimental effects can occur when local prices are raised drastically, for instance.) 

Ethics 
Principle/s 

No match to major ethics guidelines 

  
 

Risks for Countries 
Value Care 
Risk 60 Insufficient data security measures 
Ethics 
Principle/s 

• Data repositories and datasets are increasingly being sought after for research 
purposes.  

• Irrespective of whether health research was initially the objective of collecting 
data and storing databases, wherever such repositories are used for other 
purposes of research, it must follow the expected requirements of any other 
health-related research with due diligence. 
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• Reasonable measures must be adopted to respect and protect the privacy and 
confidentiality of individuals. These include ensuring physical safety and 
security of the devices and computer servers involved; data security measures 
such as password protection, role-based access for research team members 
and the use of data encryption when data is transferred from one 
location/device to another [Guideline 11.7.1, Indian Council of Medical 
Research, 2016]     

  
Risk 61 Insufficient safeguarding protocols 
Ethics 
Principle/s 

• The nature, magnitude, and probability of all foreseeable harms resulting from 
participation in a collaborative research programme should be specified in the 
research protocol and well explained to the participants.  

• The research protocol should outline the benefits that persons/communities 
participating in such research should get.  

• Care should be taken so that these are not presented in such a way that unduly 
influences freedom of choice in participation [Guidelines 12.1.5-12.1.6, Indian 
Council of Medical Research, 2016].    

  
Risk 62  Lack of risk management approaches to biosafety 
Ethics 
Principle/s 

No match to major ethics guidelines 

  
Risk 63 Lack of risk management approaches to biosecurity 
Ethics 
Principle/s 

No match to major ethics guidelines 

  
 

Risks for Animals 

Value Care 
Risk 64 Animal research centres established in countries where regulation is less stringent 
Ethics 
Principle/s 

• The responsible researcher, educator, and animal care staff are to be 
appropriately qualified and experienced and to have facilities to ensure that all 
procedures conducted on laboratory animals will be undertaken with due 
discretion and precautions to protect the welfare of the animals [Guideline 
15.1, South African Medical Research Council, 2004] 

• In addition to establishing and maintaining an ethical review process for animal 
research, it is required that institutions also actively promote and present 
appropriate educational programmes to all animal users to create an 
understanding of the ethics of animal experimentation and a general 
knowledge of the theoretical and practical aspects of the conducting of animal 
studies [Guideline 16.5, South African Medical Research Council, 2004]  
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Risk 65 Lack of resources for humane animal care 
Ethics 
Principle/s 

• Collaborating partners should use human, animal, financial and other 
resources responsibly and openly discuss their customary practices and 
assumptions related to the research. Diversity of perspectives, expertise and 
methods and differences in customary practices that could compromise the 
integrity of the research should be addressed openly. [Responsibility 10, 
Montreal Statement on Research Integrity in Cross-Boundary Research 
Collaborations, 2013] 

• Researchers should guard against any tendency to under-rate or ignore the 
potential discomfort or suffering of animal subjects and may not try to achieve 
cost savings by compromising the quality of care afforded to them [Guideline 
3.4,  South African Medical Research Council, 2004] 

• Experimental procedures which cause either hunger, thirst, injury, disease, 
discomfort, fear, distress, deprivation or pain must, be design keep exposure 
of animals to these conditions to minimum. Humaneness is the practice of 
reducing the sum total of these conditions experienced by an animal subject 
to a minimum or eliminating them altogether, by applying the “3Rs” principles 
of Russell and Burch (1959) [Replacement, Reduction and Refinement] 

• As a key element of their corporate social responsibility, pharmaceutical 
companies like Sanofi, have committed to meeting and exceeding regulations 
and standards for use of animals in research. They fully adhere to the 3Rs 
[replacement, reduction and refinement] of animals in research. Together with 
EFPIA (2012) they have launched awareness campaigns for the acceleration 
and development of the 3Rs through innovation, projects and external 
collaboration with NGO’s, consortia, scientific organisations and regulatory 
authorities. Likewise, Roche (2013) is also dedicated to following the 3R 
guiding principles.  

  
 

Risks for the Environment 
Value Care 
Risks 66 • Inadequate consideration of unintended consequences for biodiversity and 

the environment 
• Inadequate consideration of local environmental contexts 
• Disregard for long-term effects upon local environment 
• Lack of resources for environmental protection 
• Insufficient information for assessment of environmental effects 

Ethics 
Principle/s 

• Medical research should be conducted in a manner that minimises possible 
harm to the environment [Principle 11, WMA Declaration of Helsinki, 2013] 

• Respect for our culture includes respect for the environment and our 
relationship with the environment. [Principle 1, San Code of Ethics, 2017].  

• The caring part of research must extend to the families of those involved, as 
well as to the social and physical environment [Principle 4, San Code of Ethics, 
2017]. 
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• Principle of Environmental Protection: whereby the researchers have a 
responsibility to be accountable for ensuring environment protection at all 
stages of the research [Principle 1.1.11, Indian Council of Medical Research, 
2016] 
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Honesty 
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Honesty 
Risks for Individuals 
Value Honesty 
Risk 67 Inability to provide fully informed individual consent: 

● Incomplete information provided 
Ethics 
Principle/s 

• In medical research involving human subjects capable of giving informed 
consent, each potential subject must be adequately informed of the aims, 
methods, sources of funding, any possible conflicts of interest, institutional 
affiliations of the researcher, the anticipated benefits and potential risks of the 
study and the discomfort it may entail, post-study provisions and any other 
relevant aspects of the study. Special attention should be given to the specific 
information needs of individual potential subjects as well as to the methods 
used to deliver the information. [Principle 26,  WMA Declaration of Helsinki, 
2013] 

• Honesty needs to be shown by researchers when they interact with our San 
leaders. In order for honesty to happen, there must be an open and clear 
exchange between the researchers and our leaders.  It must be in clear 
language, not academic language. Complex issues must be carefully and 
correctly described, not over simply assuming the San cannot understand. This 
requires open exchange, which does not patronise the less educated San. For 
our leaders to provide informed consent for research, and permission for 
research to take place, there must be a totally honest sharing of information. 
[Principle 3, San Code of Ethics, 2017] 

  
Risk 68 Inability to provide fully informed individual consent: 

● Information provided in an inappropriate format 
Ethics 
Principle/s 

Before requesting an individual’s consent to participate in research, the investigator 
must provide the individual with detailed information and discuss her/his queries about 
the research in the language she/he is able to understand which should not only be 
scientifically accurate but should also be sensitive to social and cultural context of the 
participant [Guideline 5.2.1, Indian Council of Medical Research, 2016]  

  
Risk 69 Potential effects of participation not fully explained 
Ethics 
Principle/s 

In medical research involving human subjects capable of giving informed consent, each 
potential subject must be adequately informed of the aims, methods, sources of 
funding, any possible conflicts of interest, institutional affiliations of the researcher, the 
anticipated benefits and potential risks of the study and the discomfort it may entail, 
post-study provisions and any other relevant aspects of the study [Principle 26,  WMA 
Declaration of Helsinki, 2013] 

  
Risk 70 Dual roles of researcher 
Ethics 
Principle/s 

Physicians who combine medical research with medical care should involve their 
patients in research only to the extent that this is justified by its potential preventative, 
diagnostic, or therapeutic value or if the physician has good reason to believe that 
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participation in the research study will not adversely affect the health of the patients 
who serve as research subjects [Principle 14,  WMA Declaration of Helsinki, 2013] 

  
Risk 71 Personal data protection breeches 
Ethics 
Principle/s 

• It is the duty of physicians who are involved in medical research to protect the 
life, health, dignity, integrity, right to self-determination, privacy, and 
confidentiality of personal information of research subjects. The responsibility 
for the protection of research subjects must also rest with the physician or other 
health care professional and never with the research subjects, even though they 
have given consent [Principle 9,  WMA Declaration of Helsinki, 2013]  

• Researchers must not adversely affect the rights and welfare of individuals from 
whom the data were collected. Custodians of the data must arrange to protect 
the confidentiality of the information linked to the data, by sharing only 
anonymised or coded data with researchers and limiting access to the material 
of third parties. The key to the code must remain with the custodian of the data. 
Data from low resource settings should only be collected and stored in 
collaboration with local health authorities. The governance structure of such a 
databank must have representation of the original setting [Guideline 12,  
CIOMS, 2016] 

  
Risk 72  Unauthorized secondary use of samples 
Ethics 
Principle/s 

• For medical research using identifiable human material or data, such as 
research on material or data contained in biobanks or similar repositories, 
physicians must seek informed consent for its collection, storage and/or reuse 
[Principle 32,  WMA Declaration of Helsinki, 2013]  

• In cases of secondary or extended uses of stored samples, an ethics committee 
will examine circumstances under which the data or biological material was 
collected and informed consent obtained, then it will decide on a case-to-case 
basis about anonymization/informed consent waiver or re-consent [Principle 
11.4.2, Indian Council of Medical Research, 2016] 

  
Risk 73 Use of samples for commercial purposes without consent 
Ethics 
Principle/s 

• Custodians of biological materials must arrange to protect the confidentiality of 
the information linked to the biological material, by sharing only anonymised or 
coded data with researchers, and limiting access to the material of the third 
parties. The key to the code must remain with the custodian of the biological 
material [Guideline 11, CIOMS, 2016]  

• The informed consent document should address the use of biospecimens 
and/or data by private or for-profit entities and the possibility of research 
leading future development of commercial products. The document should 
describe whether donors, their families, or communities would receive any 
financial or non-financial benefits by having access to the products, tests, or 
discoveries resulting from the research. The benefits accrued, if any, should be 
returned to the communities from where the donors were drawn in community 
based studies. This should be mentioned in the original consent form. To the 
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maximum extent possible, benefits should be direct or in-kind. [Principle 11.4.5 
(Table 6), Indian Council of Medical Research, 2016] 

  
Risks 74 • Deliberate withholding of information 

• Deliberate obfuscation of research aims 
Ethics 
Principle/s 

• Researchers have a duty to provide potential participants with the information 
and the opportunity to give their free and informed consent to participate in 
research or to decline to do so.  

• Researchers have a duty to seek and obtain consent, but only after providing 
relevant information about the research and ascertaining that the potential 
participant has adequate understanding of the material facts. 

• Researchers have a duty to refrain from unjustified deception or withholding of 
relevant information, undue influence or coercion [Guideline 9, Final CIOMS, 
2016] 

  
 

Risks for Institutions 
Value Honesty 
Risk 75 Research ethics committees not fully independent 
Ethics 
Principle/s 

• Research ethics committees must have mechanisms in place to ensure 
independence of their operation [Guideline 23,  CIOMS, 2016]  

• The committee must be transparent in its functioning, must be independent of 
the researcher, the sponsor and any other undue influence and must be duly 
qualified [Principle 23, WMA Declaration of Helsinki, 2013] 

• The ethics committee will perform their function through competent initial and 
continuing review of all scientific, ethical, medical and social aspects of research 
proposals received by it in an objective, timely and independent manner 
[Guideline 4.7.2, Indian Council of Medical Research, 2016] 

  
Risk 76 Secrecy of research procedures 
Ethics 
Principle/s 

• Researchers must ensure that there is a totally honest sharing of information. 
Open exchanges implies that an assessment was made of possible harms or 
problems from the research and that these possible harms are honestly 
communicated [Principle 2, San Code of Ethics, 2017],  

• Collaborating partners should come to a mutual understanding about their 
roles and responsibilities in the planning, conduct and dissemination of 
research. Such understandings should be renegotiated when roles or 
responsibilites change [Responsibility 12, Montreal Statement on Research 
Integrity in Cross-Boundary Research Collaborations, 2013] 

  
Risk 77 Bribery on existing research committees 
Ethics 
Principle/s 

The ethics committee must be transparent in its functioning, must be independent of 
the researcher, the sponsor and any other undue influence and must be duly qualified 
[Principle 23,  WMA Declaration of Helsinki, 2013]  
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Risk 78 Ingrained institutional unethical practices or institutional culture of disregard for legal 

requirements 
Ethics 
Principle/s 

• Research ethics committees should have a clear procedure for researchers or 
sponsors to make legitimate appeals against the decisions of research ethics 
committees [Guideline 23, CIOMS, 2016]  

• Research institutions should develop and implement policies and procedures to 
mitigate conflicts of interest and educate their staff about such conflicts. 
[Guideline 25, CIOMS, 2016]  

• In cross-boundary research collaborations, the collaboration as a whole should 
have procedures in place for responding to allegations of misconduct or other 
irresponsible research practice by any of its members. Collaborating partners 
should promptly take appropriate action when misconduct or irresponsible 
research practice by any partner is suspected or confirmed. [Responsibility 19, 
Montreal Statement on Research Integrity in Cross-Boundary Research 
Collaborations, 2013]  

  
 

Risks for Local Communities 
Value Honesty 
Risk 79 Inability to provide fully informed community consent: 

● Incomplete information provided 
Ethics 
Principle/s 

• In medical research involving human subjects capable of giving informed 
consent, each potential subject must be adequately informed of the aims, 
methods, sources of funding, any possible conflicts of interest, institutional 
affiliations of the researcher, the anticipated benefits and potential risks of the 
study and the discomfort it may entail, post-study provisions and any other 
relevant aspects of the study. Special attention should be given to the specific 
information needs of individual potential subjects as well as to the methods 
used to deliver the information. [Principle 26,  WMA Declaration of Helsinki, 
2013]  

• Honesty needs to be shown by researchers when they interact with our San 
leaders. In order for honesty to happen, there must be an open and clear 
exchange between the researchers and our leaders.  It must be in clear 
language, not academic language. Complex issues must be carefully and 
correctly described, not overly simply assuming the San cannot understand. 
This requires open exchange, which does not patronise the less educated San. 
For our leaders to provide informed consent for research, and permission for 
research to take place, there must be a totally honest sharing of information 
[Principle 3, San Code of Ethics, 2017] 

  
Risk 80 Inability to provide fully informed community consent: 

● Information provided in inappropriate format 
Ethics 
Principle/s 

Before requesting an individual’s consent to participate in research, the investigator 
must provide the individual with detailed information and discuss her/his queries about 
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the research in the language she/he is able to understand which should not only be 
scientifically accurate but should also be sensitive to social and cultural context of the 
participant [Guideline 5.2.1, Indian Council of Medical Research, New Delhi, 2016]  

  
Risk 81  Potential effects of participation not fully explained 
Ethics 
Principle/s 

• Open exchange implies that an assessment was made of possible harms or 
problems for the San resulting from the research and that these possible harms 
are honestly communicated. [Principle 2, San Code of Ethics, 2017]  

• In medical research involving human subjects capable of giving informed 
consent, each potential subject must be adequately informed of the aims, 
methods, sources of funding, any possible conflicts of interest, institutional 
affiliations of the researcher, the anticipated benefits and potential risks of the 
study and the discomfort it may entail, post-study provisions and any other 
relevant aspects of the study [Principle 26,  WMA Declaration of Helsinki, 2013]  

  
Risk 82  Dual roles of researcher 
Ethics 
Principle/s 

Physicians who combine medical research with medical care should involve their 
patients in research only to the extent that this is justified by its potential preventative, 
diagnostic, or therapeutic value or if the physician has good reason to believe that 
participation in the research study will not adversely affect the health of the patients 
who serve as research subjects [Principle 14,  WMA Declaration of Helsinki, 2013] 

  
Risk 83 Dishonoured commitments 
Ethics 
Principle/s 

• Principle of Accountability and Totality of Responsibility whereby all 
stakeholders involved in research, are accountable for their actions. The 
professional, social and moral responsibilities complying with ethical guidelines 
and related regulations are binding on all stakeholders directly or indirectly 
[Principle 1.1.12, Indian Council of Medical Research, 2016] 

• Respect requires that all promises made by researchers need to be met. Failure 
by researchers to meet their promises to provide feedback is a frequent 
example of disrespect [Principle 1, San Code of Ethics, 2017] 

  
 

Risks for Countries 

Value Honesty 
Risk 84 Lack of data sharing 
Ethics 
Principle/s 

• Collaborating partners should come to agreement, at the outset, and later as 
needed on the use, management , sharing and ownership of data, intellectual 
property, and research records [Responsibility 16, Montreal Statement on 
Research Integrity in Cross-Boundary Research Collaborations, 2013] 

• Publicly funded research data are a public good, produced in the public interest, 
which should be made openly available with as few restrictions as possible in a 
timely and responsible manner [Principle 1, RCUK Common Principles on Data 
Policy, 2015]  
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• To enable research data to be discoverable and effectively re-used by others, 
sufficient metadata should be recorded and made openly available to enable 
other researchers to understand the research and re-use potential of the data. 
Published results should always include information on how to access the 
supporting data [Principle 3, RCUK Common Principles on Data Policy, 2015] 

• Institutional and project specific data management policies and plans should 
be in accordance with relevant standards and community best practice. Data 
with acknowledged long-term value should be preserved and remain 
accessible and usable for future research. [Principle 2, RCUK Common 
Principles on Data Policy, 2015]  

  
Risk 85 Data sharing without consent because of lack of strict privacy arrangements 
Ethics 
Principle/s 

• For medical research using identifiable human material or data, such research 
on material or data contained in biobanks or similar repositories, physicians 
must seek informed consent for its collection, storage, and/or reuse.  [Principle 
32,  WMA Declaration of Helsinki, 2013]  

• Data repositories and datasets are increasingly being sought after for research 
purposes. Irrespective of whether health research was initially the objective of 
collecting data and storing databases, wherever such repositories are used for 
other purposes of research, it must follow the expected requirements of any 
other health-related research with due diligence. Reasonable measures must be 
adopted to respect and protect the privacy and confidentiality of individuals. 
These include ensuring physical safety and security of the devices and computer 
servers involved; data security measures such as password protection, role-
based access for research team members and the use of data encryption when 
data is transferred from one location/device to another [Indian Council of 
Medical Research, 2016] 

• Protection of San privacy should be ensured at all times [Principle 1, San Code 
of Ethics, 2017] 

• There are legal, ethical and commercial constraints on release of research data. 
To ensure that the research process is not damaged by the inappropriate release 
of data, research organisation policies and practices should ensure that these 
are considered at all stages in the research process [Principle 4, RCUK Common 
Principles on Data Policy, 2015]  

 

Risks for Animals 
Value Honesty 
Risk 86 Deliberate obfuscation of experimental conditions 
Ethics 
Principle/s 

• Animal users and institutional management should strive for the best regulation 
of laboratory animal use both at an institutional and statutory level. They should 
see that animal welfare regulations and operational codes and practices are 
properly adhered to [Guideline 6.1, South African Medical Research Council, 
2004]  

• The welfare of animals used for research must be respected. [Principle 21,  
WMA Declaration of Helsinki,2013] 
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• The Director/Manager of animal research facilities shall have as a primary 
responsibility compliance with all laws and ordinances that regulate the 
acquisition, capture, importation, production, breeding, transportation, 
treatment, and/or killing of laboratory animals and the acquisition, storage and 
use of hazardous substances, microorganisms and parasites [Guideline 14,  
South African Medical Research Council, 2004] 

• Collaborating partners should use human, animal, financial and other resources 
responsibly and openly discuss their customary practices and assumptions 
related to the research. Diversity of perspectives, expertise and methods and 
differences in customary practices that could compromise the integrity of the 
research should be addressed openly. [Responsibility 10, Montreal Statement 
on Research Integrity in Cross-Boundary Research Collaborations, 2013]  

• Researchers should guard against any tendency to under-rate or ignore the 
potential discomfort or suffering of animal subjects and may not try to achieve 
cost savings by compromising the quality of care afforded to them [Guideline 
3.4,  South African Medical Research Council, 2004] 

•  Experimental procedures which cause either hunger, thirst, injury, disease, 
discomfort, fear, distress, deprivation or pain must, be design keep exposure of 
animals to these conditions to minimum. Humaneness is the practice of 
reducing the sum total of these conditions experienced by an animal subject to 
a minimum or eliminating them altogether, by applying the “3Rs” principles of 
Russell and Burch (1959) [Replacement, Reduction and Refinement] 

• As a key element of their corporate social responsibility, pharmaceutical 
companies like Sanofi, have committed to meeting and exceeding regulations 
and standards for use of animals in research. They fully adhere to the 3Rs 
[replacement, reduction and refinement] of animals in research. Together with 
EFPIA (2012) they have launched awareness campaigns for the acceleration and 
development of the 3Rs through innovation, projects and external collaboration 
with NGO’s, consortia, scientific organisations and regulatory authorities. 
Likewise, Roche (2013) is also dedicated to following the guiding principles of 
the “3Rs’’ 

• The responsible researcher, educator, and animal care staff are to be 
appropriately qualified and experienced and to have facilities to ensure that all 
procedures conducted on laboratory animals will be undertaken with due 
discretion and precautions to protect the welfare of the animals [Guideline 
15.1, South African Medical Research Council, 2004]  

• In addition to establishing and maintaining an ethical review process for animal 
research, it is required that institutions also actively promote and present 
appropriate educational programmes to all animal users to create an 
understanding of the ethics of animal experimentation and a general 
knowledge of the theoretical and practical aspects of the conducting of animal 
studies [Guideline 16.5, South African Medical Research Council, 2004]  
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Risks for the Environment 
Value Honesty 
Risk 87 Incomplete information about potential risks / harm to the environment 
Ethics 
Principle/s 

Medical research should be conducted in a manner that minimises possible harm to 
the environment [Principle 11, WMA Declaration of Helsinki, 2013] 

  
Risk 88 Results from Northern research inappropriately applied in Southern context 
Ethics 
Principle/s 

Principle of Environmental Protection: whereby the researchers have a responsibility 
to be accountable for ensuring environment protection at all stages of the research 
[Principle 1.1.11, Indian Council of Medical Research, 2016] 
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Conclusion 
Nine of the 88 exploitation risks in North-South collaborations in research identified in the 
TRUST risk matrix are not covered by major ethics guidelines. These are: 
 

FAIRNESS 
o Risk 1 In medical research: multiple trial enrolment 
o Risk 5 Difficult or no access to legal system or legal aid  
o Risk 6 Human rights violations not taken up by civil society  
 
RESPECT 
o Risk 43 Diverse ethical priorities for matters such as gender equality or sexual 

relations  
o Risk 45 Localised social effects from research team presence  
o Risk 58 Research ethics committee does not have local / national government / 

ministry support to conduct its activities 
 
CARE 
o Risk 59 Localised physical effects from research team presence 
o Risk 62 Lack of risk management approaches to biosafety 
o Risk 63 Lack of risk management approaches to biosecurity 

 
All risks for HONESTY are covered by existing guidelines.  
 
Risks 5, 6, 58, 62, and 63 (marked in yellow) are strong risks for 
exploitation or “ethics dumping”. Where, for instance, clinical 
trial participants do not have access to a legal system, human 
rights violations are not taken up by civil society, and research 
ethics committees operate in a vacuum, exploiters can use 
these weaknesses to conduct unethical research. Likewise, 
where no risk management exists for biosafety and biosecurity 
issues, research participants or the population at large might be 
put at risk.  
 
Risk 59 (marked in green) represents unintentional 
consequences of the presence of researchers in a locality, such 
as the use of all cars available to hire, the raising of local prices 
etc. Such indirect and unintentional consequences are not 
covered in research ethics guidelines, but can have a profound 
effect on impoverished and vulnerable populations / 
communities. They therefore need attention.  
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Risks 43 and 45 (marked in blue) are risks which occur when 
culturally diverse people collaborate. These risks are – by 
definition – present in North-South collaborations and require 
attention.  
 
Risk 1 (marked in red) is not a risk of “ethics dumping” in 
the sense that researchers exploit weaknesses in local 
systems. On the contrary, multiple enrolments in medical 
research not only put the research participant at risk, but 
also each study. This is therefore a special case, which is 
not best dealt with through ethics guidelines. (No medical 
researcher would want to enrol a patient or healthy 
volunteer in a study that runs parallel to another study, 
where the research participant is given a parallel set of drugs). The TRUST project has 
therefore set up a small internal working party focusing especially on the potential of multiple 
enrolment of healthy volunteers to obtain payment. The intended outcome is a policy brief 
in the final year of the project.  
 
 
We can therefore conclude that eight risks identified by the TRUST project for exploitation in 
North-South collaborative research, which are not yet covered by major existing guidelines, 
need attention in the context of a Global Code of Conduct].  
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Appendix Note 
Deliverable 3 in Work Package 1 was intended to be a Matrix mapping case studies onto risks. 
However, this was achieved in Deliverable 2: Report on Generic Risks of Exporting Non-Ethical 
Practices . Here is an explanation of how this 
improvement was achieved and why.  
 
The TRUST Risk Matrix was designed to be built on two 
main pillars: the literature3 and case studies. The 
TRUST consortium planned to collect case studies on 
“ethics dumping” from four main sources:  

1. Bottom-up competition for case studies 
2. Workshop in India 
3. In-depth partner case studies (San, Nairobi 

sex workers) 
4. Partner-related case studies (e.g. from 

refugees, Action against Hunger) 
 
At the initial planning stage, it was deemed too ambitious to produce a risk matrix built on 
both pillars within a reasonable time frame (Month 14). In particular the competition case 
studies were unlikely to be available in time for the thematic analysis necessary for the risk 
matrix. However, it became clear early on that the case studies provided much richer material 
for the risk matrix than the literature. This was due partly to the global nature of the TRUST 
consortium, partly to the high-profile partners (e.g. the FERCI President has been co-
responsible for all Indian medical ethics guidelines since their inception), and partly to the 
direct inclusion of two vulnerable populations in our work. Deliverable 2 would have been too 
weak if it was built on literature only as initially planned 
at the proposal writing stage.  
 
Under the leadership of the Co-ordinator the 
consortium therefore tried to provide all case studies 
to the social scientist who undertook the main 
analysis4 ahead of previously agreed deadlines. This 
race against time was successful. Hence, the risk matrix 
published in Deliverable 2 (see above) is built on both 
pillars; the literature and the case studies. This success 
has allowed us to make explicit another step between 
the risk matrix and the future Global Code of Conduct. Namely, taking each of the 88 identified 
risks and mapping them onto existing ethics guidelines. This will: 

o Give more credibility to the dissemination of the later Global Code of Conduct, as 
our risk matrix will link to existing guidelines.  

o Identify guideline gaps, where risks exist without relevant pointers in guidelines.  
 

                                                           
3 Both in terms of ethics guidelines pointing towards specific risks and the relevant literature describing risks.  
4 Kate Chatfield.  

New insights gained 
 

 Improved dissemination 
potential for Global Code 

Early identification of gaps in 
existing codes 

Building Risk Matrix 
 

Risk Matrix 

Literature 
Case 

Studies 

http://trust-project.eu/wp-content/uploads/2016/12/TRUST-Deliverable-Generic-Risks-Final-copy.pdf
http://trust-project.eu/wp-content/uploads/2016/12/TRUST-Deliverable-Generic-Risks-Final-copy.pdf
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