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(Approved: Senate 20 March 2009)
INTRODUCTION
Stellenbosch University is committed to applying the values of equity, participation, transparency, service, tolerance and mutual respect, dedication, scholarship, responsibility and academic freedom in all its activities (as contained in the SU Vision Statement). This includes, by definition, all the research conducted at the University.

The purpose of this policy framework is to establish the fundamental principles of research ethics and scientific integrity which will serve as the foundations for research conducted at this university. The document serves as a broad policy framework and the Senate Research Ethics Committee and the respective ethics committees should formulate their own detailed procedures and goals within this framework. These ethics committees will function independently, but in line with the current Subcommittees A, B and C. The University expects all those conducting research under the auspices of Stellenbosch University, irrespective of whether they are employees, students or visiting researchers at the University and irrespective of the source of their funding or the field in which they conduct their research or the site where the research is conducted, to honour these principles. SU is also of the view that good science assumes ethical acceptability according to internationally acceptable norms and that the responsibility for this lies with every person conducting research under the auspices of SU. 
This policy will be discussed under the following headings:
A. FUNDAMENTAL PRINCIPLES OF RESEARCH ETHICS AND SCIENTIFIC INTEGRITY
B. RESEARCH ETHICS COMMITTEES: STRUCTURES AND PROCESSES
B1. RESEARCH INVOLVING HUMAN PARTICIPANTS
B2. RESEARCH INVOLVING THE CARE AND USE OF ANIMALS
B3.
RESEARCH INVOLVING ENVIRONMENT- AND BIO-SAFETY
C. FURTHER PRACTICAL ASPECTS

C1.
FINANCIAL ASPECTS

C2.
CONFLICT OF INTEREST

C3.
INTELLECTUAL PROPERTY
C4.
RESEARCH COLLABORATION
C5.
SCIENTIFIC MISCONDUCT
A. FUNDAMENTAL PRINCIPLES OF RESEARCH ETHICS AND SCIENTIFIC INTEGRITY

The following basic principles and values apply to all forms of research and must be considered as forming the foundation of the academic research enterprise at Stellenbosch University.
Integrity

The values of “truth” and “honesty” are fundamental to all forms of scientific research and creative and scholarly endeavours. Researchers are expected to maintain the highest standards of honesty and integrity at all times and to do research according to internationally acceptable ethical norms and values. Research dishonesty may take many forms, such as plagiarism, fabrication and falsification of results, misuse of research funds, misuse of human and animal subjects, lack of transparency and conflict of interest and will be regarded as a serious offence by the University. (see Section C5 on scientific misconduct)
Respect

The concept of “respect” should permeate all aspects of research. Researchers must operate according to civilised norms and ethically acceptable standards and must have respect for themselves, their colleagues, the scientific and academic community, their animal and human research subjects, the environment and the public at large.
Beneficence and non-maleficence
Beneficence is the obligation to do good. Researchers have an obligation to first do no harm (non-maleficence) and then to ensure that their research aims at some overall good. 
Responsibility

The ethics of responsibility means that researchers, in their search for the truth, must be prepared to take responsibility and be held accountable for all aspects and consequences of their research activities. Researchers are accountable to society, their professions, the University and affiliated institutions at which they do research, the staff and the students who are involved, and to the sponsor who funds the research.

Where guidelines and legislation are published by scientific and professional associations, and by other relevant professional bodies, statutory councils and government institutions, the University expects all researchers to ensure that they are familiar with, and comply with applicable norms, policies and legislation.
Scientific validity and Peer review

Sound methodology and scientific validity are the starting points of ethical research. Engaging in research which has fundamental flaws in methodology and design is a waste of human, monetary and other resources and is thus unethical. Some form of appropriate peer review should thus precede the initiation of all research projects. Scientific review may be separate from, or integrated with the ethical approval process where appropriate.
Justice

The principle of justice ensures the fair distribution of both the burdens and benefits of research and is of particular relevance when research involves human participants.
Academic freedom and dissemination of research results

Stellenbosch University supports the principle of academic and intellectual freedom. Researchers have an obligation to report research results accurately and transparently in the public domain (also where appropriate to the target group of the study) and should not allow funders or other stakeholders to influence research publications. Any specific or explicit decision to withhold or delay the publication of research results e.g. because the publication of results could produce some harm or because of issues regarding patents or intellectual property and/or certain corporate claims , should be reviewed and accepted by the ethics review committee or research committee that originally approved the research. This committee must place a balance on the dissemination of results and the placement of moratoriums on the dissemination of certain data.
B. RESEARCH ETHICS COMMITTEES: STRUCTURES AND PROCESSES

At SU, research ethics will be managed by the SENATE RESEARCH ETHICS COMMITTEE (SREC) and four Research Ethics Committees (REC`s). The SREC reports to the SU Senate and is mandated to provide broad leadership on research ethics policy and to ensure the effective functioning of the four REC`s. The more detailed management of research ethics, relevant to the circumstances of the specific research environments will be handled by the REC`s in consultation with structures of the various disciplines/faculties.
The four Research Ethics Committees (REC`s) mentioned below report to the SREC. The composition of the SREC is as follows:
1. the Vice-Rector (Research) ex officio; 

2. the Senior Director (Research), ex officio;
3. six members of Senate, elected by Senate:
a. two members from the Humaniora faculties (Faculties of Arts & Social Sciences, Economic and Management Science, Military Science, Education, Law and Theology)

b. two members from the faculties Natural Sciences, Engineering and AgriSciences,
c. two members from the Faculty of Health Sciences, and
d. a member of the Institutional Forum 
e. These six members may not simultaneously serve on any of the REC`s mentioned below. However, a non-voting representative from each committee will serve on SREC to facilitate communication.
The mandate of the Senate Research Ethics Committee (SREC) is as follows:
1. to develop a research ethics policy that complies with national and international regulations and norms for the ethical conduct of research,

2. to oversee the implementation and compliance with the University’s research ethics policy in all the research activities undertaken by the University,

3. to establish, and alter when appropriate, the structure, composition and function of the research ethics committees and to approve the appointment of members to these committees.

4. to put a procedure in place, according to acceptable norms and standards, for dealing with appeals.
5. to put in place procedures for cases where research projects cannot clearly be dealt with within the existing four REC`s. 
International research ethics codes and guidelines, including SA legislation, require that all health related research conducted on human subjects, and all research conducted on animals must be reviewed and approved (i.e. found acceptable according to both local and international norms for ethical research) by a local institutional review board or committee, otherwise known as a research ethics committee, before the research study is initiated. REC`s are formally constituted by the SREC and are as such required to set up and operate according to appropriate written standard operating procedures which must include a description of:
1. that REC`s terms of reference,
2. membership criteria and appointment processes,
3. application procedure, review processes and meeting procedure,
4. administrative processes and proper record keeping,
5. a conflict of interest policy for both members and researchers,
6. a complaints procedure,
7. an appeals procedure.

Research protocols are submitted for peer review primarily from an ethical perspective. Scientific and methodological aspects are also considered when it impacts on ethical principals. (see Section A on Scientific Validity and Peer Review.) The process of ethical clearance should not delay the timeframe of the research unnecessarily. The process of ethical clearance should not place unfair restrictions on academic freedom with regards to the theme and content of research projects. The following organogram illustrates the research ethics committee structure at Stellenbosch University:
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B1.
RESEARCH INVOLVING HUMAN PARTICIPANTS

All health related research must, in terms if the Health Act No 61.2003 be approved by an accredited research ethics committee. Thus all health related research involving:

a.
interaction with human participants
b.
the use of potentially identifiable personal records, information or tissue specimens, and/or
c.
human progenitor or stem cells

requires the approval of a Stellenbosch University Research Ethics Committee (REC) before the research study commences.
International guidelines for the need for ethics approval of non-health related research e.g. social science research involving human participants is less prescriptive. However, research involving direct interaction with human subjects or the capturing of any personal information should go through a process of ethical clearance. 
Research involving human participants must comply with the following principles:
· be relevant to the needs and interests of the community in which the research is conducted
· have a valid scientific methodology

· have a South African resident researcher as a Principal or Co-Researcher, if the research is health related 
· ensure research participants are well informed on the purpose of the research and how the research results will be disseminated and have consented to participate, where applicable
· ensure research participants’ rights to privacy and confidentiality are protected

· ensure the fair selection of research participants
· be preceded by a thorough risk benefit analysis
· thorough care must be taken that research in communities are effectively coördinated
The committees listed below have been mandated by the Senate Research Ethics Committee (SREC) of the University to function as independent research ethics committees under the auspices of the SREC for the purpose of reviewing and approving research involving human subjects.

1. Research Ethics Committee: Human Research (Non-Health)
All non-health related research involving human subjects and conducted under the auspices of Stellenbosch University should comply with the regulations of the REC: Human Research (Non-Health). The researcher is ultimately responsible to apply for ethics approval for a given project and should make this decision after discussion with peers, the Head of Department, and the REC administration office, which will refer the matter to the chairperson of this committee for a decision, if necessary.
2. Health Research Ethics Committee: (Human Research and Clinical Trials)
All health related research involving human subjects and conducted under the auspices of Stellenbosch University, as well as clinical trials as defined below, must be submitted to the HREC: (Human Research and Clinical Trials) for approval, prior to commencement.
For the purpose of this policy framework, a Clinical Trial is defined as a study that involves a drug(s), medical device or invasive procedure for possible therapeutic use.

B2.
RESEARCH INVOLVING ANIMALS

The committee responsible will be mandated by the Senate Research Ethics Committee (SREC) of the University to function as an independent research ethics committee under the auspices of the SREC for the purpose of reviewing and approving research and teaching involving animals.
The term “Animals” in this framework policy refers to all animals having the power of sense perception or sensation (SANS10386:200X).
The use of animals in scientific research can only be justified if the benefits to both humans and animals outweigh the potential harm to the animal subject. All research and teaching involving animals must be approved by a research ethics committee before the research commences, so that a formal evaluation of the potential harm/benefit equation can be undertaken. “Justification for causing psychological or physical distress, illness or pain to animals should not be based on any explicit or implicit assumption that non-human animals experience these conditions in qualitatively different ways to humans.” (MRC Guidelines)
All animal research conducted under the auspices of this university should uphold the “Three R" principles for humane animal research, namely:

· Replacement of so-called “sentient” animals wherever possible, with “non-sentient” research models or systems in order to eliminate the use of animals that can experience unpleasant sensations.

· Reduction of the numbers of animals in experiments by design strategies that facilitate use of the smallest number that will allow valid information to be obtained from the study.

· Refinement of animal sourcing, animal care practices and experimental procedures to eliminate physical and psychological distress within limitation imposed by the objectives of the research.

All research and teaching programmes involving animals that will be conducted at Stellenbosch University and satellite sites must be submitted to the REC: Animal Care and Use for review and approval. 
This REC also has a mandate and a responsibility to oversee and monitor the care and use of all laboratory and other animals kept for teaching and research purposes at, or under the auspices of the University.

B3.
RESEARCH INVOLVING ENVIRONMENT- AND BIO-SAFETY
The committee responsible will be mandated by the Senate Research Ethics Committee (SREC) of the University to function as a Research Ethics Committee (REC) under the auspices of the SREC for the purpose of reviewing and approving research involving environmental matters and genetically modified organisms.

Care should be taken to ensure that all research is carried out with the necessary respect for the impact that it could have on the physical, biological and spatial environment. All researchers undertaking research with bio-hazardous material that could potentially cause harm to humans, animals or the environment or the researcher and supporting staff must familiarise themselves with appropriate bio-safety and containment procedures. All research involving genetically modified organisms or research that poses a risk to the natural environment or the researcher and supporting staff, must be submitted to the REC: Environment and Bio-Safety for review and approval. This includes the following:
· all research involving recombinant DNA techniques or genetically modified organisms
· research involving organisms that are pathogenic to humans and/or animals (Risk Group 2 or Bio-safety Level 2 and above)

· research involving radiation, and
· research which may potentially cause harm to the natural environment.

Bio-hazardous research involving humans or animals will be reviewed by the applicable human or animal REC and not by the REC: Environment- and Bio-safety, unless specifically referred to this committee, after the initial review.
The researcher is ultimately responsible to apply for ethics approval for a given project and should make this decision after discussion with peers, the Head of Department, and this REC`s administration office, which will refer the matter to the chairperson of this committee for a decision, if necessary. 

C.
FURTHER PRACTICAL ASPECTS
C1.
FINANCIAL ASPECTS
All research endeavours costs money and require sound financial management. Stellenbosch University expects all researchers involved with it to uphold the highest standards of financial integrity and transparency when dealing with all financial, budget related and contractual aspects of research. (NB: The Division for Research Development has the expertise and procedures in place to assist researchers with the contractual and financial aspects of research.)
C2.
CONFLICT OF INTEREST
A conflict of interest occurs when professional judgement regarding an interest e.g. research, is unduly influenced by another interest e.g. financial gain or gain in personal status. Conflicts of interests are an inherent and unavoidable part of the academic research environment and can be effectively managed by disclosure and transparency. Researcher conflicts of interests are of particular importance when an unacknowledged or undisclosed interest, financial or otherwise, may negatively affect the well-being of human research participants, or the results of the research.
In particular, researchers should be aware of, and where appropriate disclose, the following potential conflict of interests.

· equity or stock holding in a sponsor company,
· proprietary interests in product-patent holding, intellectual property rights, trademark, and licensing agreements,
· grants paid speaking arrangements, retainers for ongoing consultations, sitting on “Pharmaceutical Advisory Boards” etc.,
· travel and conference sponsorship,
· recruitment fees or other personal payments that are linked to study outcome, in any way,
· co-authorship of articles, where the co-authors’ input has been minimal,
· funding by a sponsor for additional staff and facilities, especially if not directly linked to the research project,
· equipment for use in a study that will then belong to the department,
· donation of equipment unrelated to study,
· contributing to a departmental research budget.
Members of Stellenbosch University`s various research ethics committees are expected to make decisions and conduct their oversight responsibilities in an independent manner, free from bias and undue influence. Members (and members of their immediate families) may be involved in activities that could, on occasion, be perceived as conflicting with this responsibility. The integrity of the scientific and ethical review process can be compromised if such conflicts of interests are not disclosed and where necessary, avoided. Committee members must disclose any relationship, interest or other circumstances, which could reasonably be perceived as creating a conflict of interest, including the following:

· Personal Relationships: The member has contact at personal level with the principal researcher or key personnel of a research protocol under review by the REC.
· Relationship to the research study: The member (his/her spouse or immediate family member) is the principle researcher or co-researcher of the research protocol under review.

· Business relationship or Affiliation: The member serves as a trustee, director, officer, owner or partner of a for-profit entity that could be affected by the outcome of the research protocol under review.
· Financial Interest: The member has a financial interest that could be affected by the outcome of the research protocol under review. Included in the definition of financial interest are equity interests e.g. stock, stock options or other ownership interests, payment or expectation of payment derived from intellectual property rights (e.g. patent royalties); and payments received from a for-profit entity for consulting or other services. 
C3.
INTELLECTUAL PROPERTY
The commercialisation of the University`s knowledge base and technology transfer are regarded as an integral part of the University’s responsibility to the broader community. The University is committed to encourage research and development which may lead to inventions, products or business ideas that can be exploited commercially and to unlock the value of its knowledge base to the benefit of both inventors and the broader community. Researchers should familiarise themselves with the University’s Policy in Respect of Exploitation of Intellectual Property and ensure that all research related activities that may give rise to issues surrounding intellectual property are in compliance with this policy. The professional experts at SU will assist researchers in this regard.
C4.
RESEARCHER COLLABORATION

The University supports and encourages research collaboration. Researchers have a responsibility to ensure that a clear understanding of respective roles and responsibilities is developed at the beginning of the research collaboration and a duty to adequately fulfil their respective research obligations. Research collaborators should establish as early as possible, how authorship and the allocation of copyright are to be divided between them.
Where disputes between co-researchers arise, they should be resolved amicably and in a respectful and collegial fashion. Where a dispute cannot be resolved by the parties themselves, the parties should seek the advice of the appropriate senior colleagues or authorities. The University has a duty to investigate disputes between research collaborators, via the SREC, and to help facilitate their resolution. However, the University has no obligation to ensure that disputes are resolved, since the resolution of disputes is ultimately subject to the will of the parties to the dispute.

Mentorship

Mentors should ensure that the research relationship or project is begun with a clear understanding of mutual responsibilities, a commitment to maintain a supportive research environment, proper supervision and review and an understanding that the main purpose of the relationship is to prepare trainees to become successful researchers.

Junior researchers in turn have a responsibility to complete assigned work conscientiously, respect the authority of others working in the research setting, follow research regulations and protocols and abide by agreements established for authorship and ownership.
Mentors or supervisors should apply the principles of authorship described below to publications of research, where a student has made a significant contribution. If the bulk of the work, including the innovative and development aspects, has been completed by the student, then the student should be considered for 1st authorship.
Authorship

Researchers are expected to make a reasonable effort to publish the results of their research in a peer reviewed journal. The following principles apply to authorship:

· Authorship credit should be based on substantial contributions to conception and design, or acquisition of data, or analysis and interpretation of data; drafting the article or revising it critically for important intellectual content; and final approval of the version to be published. Authors should meet all the above conditions; 
· Acquisition of funding, collection of data, or general supervision of the research group, alone, does not justify authorship;
· An administrative relationship to the investigation does not of itself qualify a person for co-authorship;

· The order of the names in a publication is decided according to the quality of the contribution, the extent of the responsibility and accountability for the results, and the custom of the discipline;
· The attribution of authorship is not affected by whether researchers were paid for their contributions or by their employment status;

· An author who submits a manuscript for publication accepts the responsibility of having included as co-authors all persons who are entitled to co-authorship, and none who are inappropriate;

· The submitting author should send each co-author a draft copy of the manuscript and should make a reasonable attempt to obtain consent to co-authorship, including the order of names; and - other contributions should be indicated in a footnote or an "Acknowledgements" section, in accordance with the standards of the discipline and the publisher.

C5.
SCIENTIFIC MISCONDUCT

Researchers are expected to maintain the highest standards of honesty and integrity. Researchers must at all times function within the existing research paradigm and ethically acceptable methodological framework. Any form of academic dishonesty, including but not limited to the following, will be regarded as a serious offence.
· Plagiarism: The use of other persons ideas, processes, results or words without giving appropriate credit. Upon the demonstration that a researcher has represented another person's work as their own, it shall be presumed that the researcher did so knowingly; the researcher shall bear the burden of rebutting the presumption by evidence satisfying the person or body hearing the case that no such knowledge existed. (see the Stellenbosch University policy on plagiarism)
· Fabrication: is making up data and results and recording or reporting them.
· Falsification: manipulating research materials, equipment or processes or changing or omitting results, such that the research is not accurately represented in the research record.
· Violation of ethical norms and regulations for research involving human subjects or animals.
· Violation of safety norms, practices and regulations for research involving environmental hazards.
· Misuse of research funds.
· Not declaring a personal or financial Conflict of Interest.
Research Misconduct

The University undertakes to thoroughly investigate all allegations of research misconduct and act appropriately, according to the outcomes of such investigations.

Complaints regarding the conduct of any researcher should preferably be made in writing and referred to both the Departmental Head and the Chair of the Research Ethics Committee that approved the protocol. 

The complaint will be investigated by either the Head of Department and/or Chairperson of the research ethics committee as deemed appropriate. Minor issues will be discussed, and resolved at Committee or Departmental level. More serious issues will be referred to line management for further investigation and action. Standard university disciplinary procedures will be followed, if appropriate. Any matter of alleged research misconduct, initially investigated at departmental or faculty level, should be referred either to the appropriate REC or to the SREK, if the matter could potentially present any form of risk to the University. 
ADDENDUM

KEY TEXTS: HUMAN SUBJECT RESEARCH

1. The Declaration of Helsinki can be found at www.wma.net/e/policy/b3.html
2. Health Act 61. 2003 Chapter 2, 8, 9 and supporting regulations. (Still in draft)

3. Ethics in Health Research: Principles, Structures and Processes. (Department of Health) Published April 2005 (you can search for this document on the Department of Health web site at http://www.doh.gov.za/search/index.html) 

4. SA GCP. Clinical Trials 2000. Department of Health (you can search for this document on the Department of Health web site at http://www.doh.gov.za/search/index.html) SA GCP has recently been revised and updated and a new publication is expected in 2007.

5. Guidelines on Ethics for Medical Research. Books 1-5. MRC SA (refer http://www.sahealthinfo.org/ethics/ethics.htm) 
6. ICH- GCP (for clinical trials – refer http://www.fda.gov/cder/guidance/959fnl.pdf )

7. CIOMS 2002. International Ethical Guidelines for Biomedical Research involving Human Subjects (refer http://www.cioms.ch/frame_guidelines_nov_2002.htm) 
8. CIOMS 2008. International Ethical Guidelines for Epidemiological Studies (Available at http://www.cioms.ch/080221feb_2008.pdf
9. Social Research Association. Ethical Guidelines. Dec.2003 Available at www.the-sra.org.uk (downloaded 20.01.2008)

KEY TEXTS: ANIMAL RESEARCH
10. Guidelines on Ethics For Medical Research: Use of Animals in Research and Training     (Book 3) South African MRC 2004

11. South African National Standard: The Care and Use of Experimental Animals Standards SA. SANS 10386:200X – Latest version.
12. Guide for the Care and Use of Laboratory Animals, Institute for Laboratory Animal Resources, National Research Council, National Academy Press 1996
KEY TEXTS: BIOSAFETY RESEARCH
13. Guidelines on Ethics for Medical Research: Use Of Biohazards and Radiation South African Medical Research Council 2002

14. NIH Guidelines for Research Involving Recombinant DNA Molecules www4.od.nih.gov/oba/IBC/nihguidelines.htm
Other References 

15. The Ethical Basis of Science, B. Glass, Science, Vol. 150, pp. 1257-1258, December 1965.
16. The Belmont Report can be found at http://ohsr.od.nih.gov/guidelines/belmont.html 
17. Ezekiel Emanuel “Benchmarks of ethical research: A seven point Check list” Journal Infectious Disease 2004:189 (1 March) 930-937)
18. Federman, Daniel D. Hanna Kathi E and Rodriguez, L. Editors. Responsible Research: A Systems Approach to Protecting Research Participants. 2003. National Academic Press.

19. Fred Hutchinson Cancer Research Centre /University of Washington. Institutional Review Board ”IRB “Conflict of Interest Procedure.

20. Lemens, Trudo. Singer, Peter. “Bioethics for Clinicians: Conflicts of Interest in research, education and patient care”. JAMA 20 Oct 1998; 159(8)

21. Dept of Health and Human Services. Financial relationship and Interests Involving Human Subjects: Guidance for Human Subject Protection. Published in Federal Register May 12th 2004.

22. ORI Introduction to the Responsible Conduct of Research. Nicholas H Steneck. Department of Health and Human Services Office of Research Integrity. 2003
23. McGill University Policy on Research Ethics

24.
Resnik, D.B. 1998. The ethics of science – an introduction. Sada: Routledge.

25.
International Committee for Medical Journal Editors: Guide to Authorship. http://www.icmje.org/index.html#author 
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� This section is partly adjusted from the research ethics policy of the McGill University.
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