Journal of Biosciences and Medicines, 2018, 6, 26-44
http://www.scirp.org/journal/jbm

ISSN Online: 2327-509X

ISSN Print: 2327-5081

/
o Reenres
0.00 Publishing

Meru University of Science and Technology
Research Ethics Review System: A SWOT

Analysis

Joses Muthuri Kirigia, Rosenabi Deborah Karimi Muthuri, Newton Gitonga

African Sustainable Development Research Consortium (ASDRC), Nairobi, Kenya

Email: kirigiajoses@gmail.com

How to cite this paper: Kirigia, J.M., Mu-
thuri, RD.K. and Gitonga, N. (2018) Meru
University of Science and Technology Re-
search Ethics Review System: A SWOT
Analysis. Journal of Biosciences and Medi-
cines, 6, 26-44.
https://doi.org/10.4236/jbm.2018.612003

Received: October 23, 2018
Accepted: December 2, 2018
Published: December 5, 2018

Copyright © 2018 by authors and

Scientific Research Publishing Inc.

This work is licensed under the Creative
Commons Attribution International
License (CC BY 4.0).
http://creativecommons.org/licenses/by/4.0/

Abstract

The objectives of this article are as follows: 1) to propose a university research
ethics system framework, 2) to provide a brief anatomy of the Meru Univer-
sity of Science and Technology (MUST) Institutional Research Ethics Review
Committee (MIRERC), 3) to perform a SWOT (Strengths, Weaknesses, Op-
portunities, and Threats) analysis of MIRERC, and 4) to make recommenda-
tions for improving its performance. The 13-member multi-disciplinary
MIRERC was established in April 2017 to provide effective ethical oversight
of research undertaken by the University’s scholarly community. Strengths of
the MUST research ethics review system include a functional MIRERC, a per-
tinent national law and ethical guidelines, an Innovation and Enterprise Cen-
tre that could house a dedicated MIRERC Secretariat, and a supportive Uni-
versity Management Board. The weaknesses include lack of graduate schools
to assure scientific rigor of proposals before submission to the MIRERC, lack
of research ethics training in most school’s curricula, absence of a dedicated
MIRERC Secretariat, undergraduate research proposals being not ethically
reviewed, dearth of faculty trained in research ethics, and lack of an operating
budget for MIRERC work. The opportunities include existence of about 22
accredited Institutional Research Ethics Review Committees (IRERC) in
Kenya, existence of international standards and operational guidance for eth-
ics review, availability of guidelines and codes of best ethical practices in re-
search, existence of a free automated platform called Research for Health In-
novation Organizer (RHInnO) Ethics for managing the ethics review process,
and availability of external resources for strengthening IRERCs. In order to
improve the performance and sustainability of the MUST research ethics sys-
tem, there is need to include research ethics training in all undergraduate and
post-graduate curricula, create a dynamic database of potential research eth-
ics reviewers, allocate a percentage of the annual MUST research budget for
MIRERC operations, charge a graduated fee for proposal ethics review, re-
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quire all students’ and faculties’ internal and external research proposals be
cleared by the MIRERC, and use the RHInnO Ethics platform to manage the
ethics review process.
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1. Introduction

The Meru University of Science and Technology (MUST) is a public university
located in Nchiru, 15 kilometres from Meru Town, Meru County, Kenya. The
University started in 1979 as the Meru College of Technology; and through Legal
Notice No. 103, on 18" July, 2008, it became the Meru University College of
Science and Technology, a constituent college of the Jomo Kenyatta University
of Agriculture and Technology (JKUAT) [1]. On 1% March, 2013, Kenya Gov-
ernment issued the MUST Charter, which approved its status as a fully-pledged
public university [2].

Three of the 11 objectives of university education in Kenya are related to re-
search excellence. These include advancement of knowledge through teaching,
scholarly research, and scientific investigation; promotion of the highest stan-
dards in, and quality of, teaching and research; and dissemination of the out-
comes of research conducted by the university to the general community [3].

One of the six objectives of the MUST is to establish sustainable research in-
itiatives that promote societal development [2]. Two of the 15 MUST functions
are to:

“provide excellent teaching, training, scholarship, entrepreneurship, innova-
tion, research, consultancy and extension services with emphasis on basic and
applied research (Article 6¢); provide programmes, products and services in
ways that reflect proper ethics founded in the principles of equity and social jus-
tice (Article61)” [2].

The MUST envisions become a world-class university of excellence in science,
technology, and innovation. Its mission is to provide quality education, training,
and research in science, technology, and innovation, to produce globally com-
petitive graduates [2].

The University has eight schools, namely, the School of Agriculture and Food
Science (SAFS), School of Business and Economics (SBE), School of Computing
and Information (SCI), School of Education (SEd), School of Engineering and
Architecture (SEA), School of Health Sciences (SHS), School of Nursing (SoN),
and School of Pure and Applied Sciences (SPAS) [1]. The total student popula-
tion in 2017 was 5471. This comprised 4991 (91.2%) undergraduates, 138 (2.5%)
pursuing a Master’s degree, 16 (0.3%) pursuing a Doctorate in Philosophy, 255
(4.7%) pursuing a diploma, and 71 (1.3%) pursuing a certificate [4]. In some of
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the schools, for example SHS, fourth year undergraduate students are obliged to
design small-scale studies and submit a research report before graduation. The
Commission for University Education (CUE) requires Master’s and PhD stu-
dents to conduct original research and submit a dissertation/thesis in partial ful-
filment of their degree (Standard PROG/STD/02) [5]. Thus, the undergraduate,
Master’s and PhD research projects have ethical implications for human and
non-human research subjects.

The Kenya National Council for Science and Technology (NCST) requires all
research projects that involve human beings as research participants to satisfy
the appropriate international ethical standards for research [6]. It also requires
that all those applying for a research permit to provide a letter of ethics approval
from recognized ethical research committees [7]. Thus, it is vital for a university
that aspires to become a world-class university of excellence in science, technol-
ogy, and innovation to have an institutional ethics review system. The MUST
Research Ethics System as explained in section 2 contributes to safeguarding the
well-being of all potential and actual research participants.

The objectives of this article are as follows: 1) to propose a university research
ethics system framework, 2) to provide a brief anatomy of the MUST Institu-
tional Research Ethics Review Committee (MIRERC), 3) to perform a SWOT
(Strengths, Weaknesses, Opportunities, and Threats) analysis of the MIRERC,

and 4) to make recommendations for improving its performance.

2. MUST Research Ethics System

2.1. Research Ethics System Framework

The MUST research ethics review system (MRERS) can be defined as people and
institutions whose primary purpose is to regulate, in line with international eth-
ical guidelines, research conducted by students, staff and collaborators, with a
view to safeguarding the dignity, rights, safety, and well-being of all actual or
potential human and non-human research participants or subjects. As depicted
in Figure 1, the MRERS goals are 1) to create requisite university-wide capaci-
ties in ethical conduct of research; and 2) to protect and promote well-being of
all actual and potential human and non-human research participants or subjects.
The MRERS has four functions: research ethics governance; developing and sus-
taining research ethics resources; financing of MUST Institutional Research
Ethics Review Committee (MIRERC) operations; and provision of ethical ser-
vices.

The function of research ethics governance has three components. First,
MRERS organizational structure, which includes the MUST Research and Pub-
lication Committee that administers the MUST Research Fund; Departmental
Post-Graduate Committees, which review scientific rigor of student research
proposals; and the MUST Institutional Research Ethics Review Committee
(MIRERC) that provides ethical oversight of all research conducted by MUST

scholarly community. Second, development of standard operating procedures
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and tools (forms and questionnaires) for MIRERC. Third, development of stra-
tegic and annual action plans for MIRERC. Fourth, monitoring and evaluating
implementation of MIRERC annual action plans, which would also include
monitoring of the implementation of approved research studies.

The function of developing and sustaining research ethics resources has three
components. First, human resources for research ethics, which includes
MIRERC Secretariat, lecturers and students trained in international ethical
standards and guidelines, and the MIRERC standard operating procedures and
tools. Second, the MIRERC physical infrastructure, including offices for the Se-
cretariat, conference room for meetings, filing cabinets, computers (with inter-
net and email connectivity), printers, and LCD projector(s). Third, consumable
materials, e.g. printer cartridges, stationery.

The function of financing of MRERS has two components. First, raising ade-
quate funding for covering capital and recurrent costs of operating the MRERS.
The MRERS could potentially be allotted a percentage of the annually allocated
MUST Research Fund (MRF); and MIRERC could charge graduated fees for re-
view of MRF research proposals, externally funded proposals, and doctor of
philosophy and master’s degree proposals. Second, ensuring efficient (allocation

and use without waste) and accountable use of all MRERS funds.

MUST RESEARCH ETHICS REVIEW SYSTEM (MRERS) GOALS

1). The creation of university-wide capacities for ethical conduct of research.

2). The protection and promotion of well-being of all actual and potential human and non-human
research participants or subjects.

RESEARCH ETHICS
GOVERNANCE

a). MRERS organizational
structure.

b). Development of standard
operating procedures and
tools for MIRERC.

c). Development of strategic
and annual action plans for
MIRERC.

d). Monitoring and evaluating
implementation of MIRERC.

DEVELOPING & SUSTAINING

RESOURCES

4

RESEARCH ETHICS

a). Development & nurturing
of human resources for
research ethics

b). Building MIRERC physical
infrastructure.

c). Purchase of consumable
materials, e.g. printer
cartridges, stationery

4

FINANCING OF MRERS

(a). Mobilization of funds from
the MUST Research Fund
(MRF); and charge graduated
fees for review of MRF
research proposals, externally
funded proposals, and doctor
of philosophy and master’s
degree proposals.

(b). Ensuring efficient and
accountable allocation and
use of all MRERS funds.

PROVISION OF ETHICAL

SERVICES

a). Ethical review and
approval of research
internally and externally
originating research
proposals.

b). Investigation of reports of
suspected adverse reaction.

c). Ethical audit of approved
studies before project closure.

4

7

Figure 1. MUST Research Ethics Review System (MRERS). Source: Authors’ drawing.
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The function of provision of ethical services has three components. First, eth-
ical review and approval of research proposals originating from MUST. Second,
ethical review and approval of research proposals originating from outside
MUST. Third, investigation of reports of suspected adverse reaction among re-

search subjects. Four, ethical audit of approved studies before project closure.

2.2. A Brief Anatomy of the MIRERC

In accordance with the Kenya NCST guidelines for ethical conduct of research
involving human subjects in Kenya, in April 2017, the University established the
MIRERC for ethics review of research proposals. The role of the MIRERC is to
review research projects undertaken by members of staff, registered students,
and affiliates of the University, to contribute to safeguarding the dignity, rights,
safety, health, and well-being of all actual or potential human and non-human
research participants. The Committee is mandated to provide independent,
competent, and ethical review of research proposals by following the procedures
outlined in the MUST Standard Operating Procedures (SOPs) of the MIRERC
(8].

The Vice-Chancellor (VC) appointed 13 MIRERC members, initially for a pe-
riod of three years (renewable once). The multi-disciplinary committee consists
of three business administration specialists, a health economist, an engineer, a
computer scientist, a clinical medicine specialist, a nursing scientist, an educa-
tion specialist, a psychologist, a librarian, a biologist, and a lawyer. Six (46%) of
the members are female. Prior to joining the MUST, the health economist used
to co-chair the World Health Organization (WHO) African Region Research
Ethics Review Committee. The members were appointed in their personal ca-
pacities based on their scientific and/or ethical expertise, as well as their willing-
ness to voluntarily review research protocols/proposals. Additional selection cri-
teria for MIRERC members were multi-disciplinarity (representation of all
MUST Schools areas of research focus), gender balance, and non-affiliation to
sponsors / funders of research.

The MIRERC was constituted in nine steps. First, through the Deputy
Vice-Chancellor Academic, Research and Student Affairs (DVC-ARS), the Di-
rector of Research (DOR) wrote a memorandum to the Vice-Chancellor (VC),
seeking authorization to constitute an institutional research ethics committee.
Second, the MUST Research, Printing and Publication Committee (RPPC) iden-
tified a multi-disciplinary and inter-school team of potential MIRERC members.

Then, through the DVC-ARS, the DOR wrote a memorandum to the VC,
proposing MIRERC membership and requesting approval and appointment, af-
ter which the VC approved the all the proposed members and wrote memoran-
dums to nominated staff, appointing them as MIRERC members.

In the next step, the DOR organized a one-day ethics training for MIRERC
members and shared various international research ethics guidelines. The ethical

guidelines and documentation shared included international ethical guidelines
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for health-related research involving humans [9], a medical ethics manual [10],
guidelines for ethical conduct in the care and use of nonhuman animals in re-
search [11], a guide for research ethics committee members [12], documents of
research ethics committees on basic concepts for capacity-building [13], opera-
tional guidelines for ethics committees that review biomedical research [14], a
document good clinical practices [15], the Belmont report ethical principles and
guidelines for the protection of human subjects of research [16], and the Decla-
ration of Helsinki [17].

The training touched on the human development landscape in Africa; re-
search ethics committee stakeholders; examples of major unethical events that
have occurred in the past (e.g. the Nazi Medical War Crimes that led to the Nu-
remberg Code [18], the Thalidomide disaster that caused severe birth defects
[19], the Tuskegee 1932 and 1972 study of untreated syphilis among 600 African
American males [20], and the New Zealand study of women with untreated car-
cinoma in situ of the cervix [21]); ethical principles of respect for persons, bene-
ficence, and justice; application of ethical principles through informed consent,
risk, and benefit assessment, and fair procedures and outcomes in the selection
of research participants; implication of unethical studies; international bench-
marks for ethical research; collaborative partnership; CIOMS ethical guidelines
for biomedical research; responsibilities of MIRERC members; MIRERC re-
sources, training and independence; MIRERC operations; documentation of
MIRERC decisions; elements of informed consent (competence, disclosure,
comprehension, and voluntariness); who gives consent; vulnerable population
groups; legally acceptable/authorised representative for vulnerable groups; basic
elements of information sheet; and MIRERC operational tools.

In the next step, the DOR reviewed the ethics guidelines of various organiza-
tions and institutions, and proposed a draft of Standard Operating Procedures
(SOPs) and 12 forms to the MIRERC. A meeting of the MIRERC reviewed, re-
vised, and finalized the SOPs for use in reviewing all types (human, animal, and
plant) of research protocols [8]. The MIRERC SOPs have the following subsec-
tions: glossary, abbreviations, acknowledgement, constitutive terms, role of the
MIRERC, general attitude of the MIRERC, research evaluation policy, indepen-
dence of the MIRERC, membership, terms of reference, Secretariat, functions
and responsibilities, regular MIRERC meetings, conduct of MIRERC meetings,
special meetings, participant informed consent document and the consent
process, submission of a research protocol/proposal, types of review, post ap-
proval protocol amendments and continued review, communication of review
decisions, follow-up, monitoring of research, appeal against committee deci-
sions, responsibility of the principal investigator in the review process, docu-
mentation and archiving, and references. The 12 MIRERC ethics review forms
are as follows: application form for ethics review, abstract form, funding proto-
col/proposal format, Masters of Science (MSc) and Doctor of Philosophy (PhD)

research proposal template, informed consent form (ICF), ethics reviewer’s
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comments form, checklist for reviewers, continuing review form; amendment
request form, unanticipated events prompt reporting form, annual progress re-
port form, and close of project report form.

Subsequently, the DVC-ARS apprised the Deans and Directors of the estab-
lishment of the MIRERC at a Deans Committee meeting. He requested them to
share information with all staff and post-graduate students, and to inform them
that all their research protocols require MIRERC approval prior to implementa-
tion.

Then, the MUST Information and Technology Department developed an
email address and a webpage for the MIRERC following a request from the
Chairman of the MIRERC.

Finally, the DOR wrote a memorandum, through the DVC-ARS, to the VC
requesting him to send a dossier to the National Commission for Science, Tech-
nology and Innovation (NACOSTI), applying for accreditation of the MIRERC.
The dossier consisted of an application letter addressed to the Director-General
of the NACOSTIL list of members of the MIRERC (indicating names, gender and
area of expertise); SOPs of the MIRERC; training of MIRERC members; and
summary of MIRERC activities. The NCST accreditation guidelines provide eth-
ics committees and their appointing authorities with the requirements for accre-
ditation [22].

3. Summary of Proposals Reviewed and Recurring Gaps

Figure 2 presents a flow chart of the MIRERC research proposal review and ap-
proval process at MUST.

Between April 2017 and January 2018, the MIRERC reviewed a total of 36
proposals following closely the CIOMS ethical basis for decision-making, which
includes scientific design and conduct of the study; risks and potential benefits;
selection of study population and recruitment of research participants; induce-
ments, financial benefits, and financial costs; protection of research participants’
privacy and confidentiality; informed consent process; and community consid-
erations. About 26 (21 MSc and 5 PhD) were submitted by post-graduate stu-
dents (72%), 9 (25%) were supported by the MUST Research Fund, and 1 (3%)
was funded externally. Approximately 21 (58%) proposals were on public health,
8 (22%) on epidemiology, 3 (8%) on food science, 2 (6%) on agronomy, and 1
(3%) each on business and health information technology. Thirty-five of the
proposals were revised by authors to incorporate MIRERC suggestions,
re-reviewed by MIRERC reviewers, and granted approval for implementation.
At the time of writing this paper, one author had not resubmitted the revised
proposal to the MIRERC for re-review.

The following recurring scientific gaps were found in the post-graduate re-
search proposals: 1) lack of knowledge/information gaps in the research problem
statement (16/26); 2) justification did not reflect potential benefit to all stake-

holders, e.g. policy makers and planners at national and county governments,
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1. Post-graduate student (or faculty) prepares a research proposal under supervision

n

2. Scientific review and clearance of proposal by Departmental and School Post-Graduate

@

3. School Dean submits the proposal to Secretariat of MIRERC

@

4. MIRERC Chairman assigns two MIRERC members to review protocol (guided by reviewer’s
checklist) and complete reviewers form (with suggested amendments and recommendation)

&

5. Ethical reviewers submit their consolidated report to Chairman of MIRERC within 2 weeks

&

reviewers do not need to see the changes); (iii) approved providing compulsory amendments are
made (ethics reviewers to certify); (iv) not approved for substantive ethical gaps.

p.

7. Chairman of MIRERC writes approval letters through relevant Deans: (a) to authors whose
proposals have been approved as is, and those with minor amendments to be amended under
Dean’s oversight; (b) to authors who need to make major compulsory amendments; and (c) to

authors whose proposals were rejected.

s 2

8. Authors with compulsory amendments revise their proposals within 2 weeks and send to

Chairman of MIRERC for re-review; and once reviewers are satisfied, the Chairman sends approval
letter through the School Dean.

6. Chairman of convenes a meeting to evaluate reviewers reports on various proposals and take a
decision to either: (i) approve as is; (ii) approve with suggested minor amendments (ethics

Figure 2. Flow chart of the MIRERC research proposal review and approval process at
MUST. Source: Author’s drawing.

programme manager’s/service providers, local community (in which the study
will be conducted), scholarly community, civil society organizations, and donors
(9/26); 3) lack of (or inadequately formulated) conceptual framework, often not
stating the individual dependent and independent variables, and models to be
estimated (15/26); 4) no explanation of sampling technique(s) to be used to en-
sure equal probability (chance) of units in sample frame being drawn) (1/26); 5)
data collection instruments either not appended or not referred to in the body of
the proposal (1/26); 6) lack of uniform use of one style of referencing, e.g. the
American Psychological Association, Harvard, or Vancouver style (2/26); and 7)
no indication of whether scientific review was done by the School Departmental
Graduate Committee (SDGC) prior to submission for ethical review and ap-
proval by MIRERC (16/26).

The frequently occurring ethical flaws included lack of explanation of how

administrative permission would be obtained from the county government and
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institutions where the proposed study would be conducted (5/26); dearth of
awareness of the MIRERC SOPs (1/26); complete omission of a section on ethi-
cal considerations (with exception of proposals from School of Health Sciences)
(2/26); exclusion of information sheet and consent form, and when included, some
elements of an ICF were missing (21/26); non-translation of ICF and data collec-
tion instruments into local languages (given that 22% of Kenyan adults are illite-
rate [23]) (26/26); and inadequate (or absence of) explanation of data management
methods, including measures taken to ensure anonymity, confidentiality, and se-
curity of the personal information of research participants, who will have access to

the data, and for how long data/samples will be stored for future use (23/26).

4. Strengths of the MUST Research Ethics System

This instrument in Appendix 1 was used to identify internal and external factors
influencing the performance of the MUST research ethics system (MRES). There
are five key strengths of the MUST research ethics review system. The first is the
existence of a functional MIRERC with SOPs and relevant ethical forms [8].
Another strength is that MIRERC members have post-graduate expertise in their
respective academic areas of specialization.

Third, the mandate and functions of the MIRERC are underpinned by strong
national science, technology, and innovation laws and ethical guidelines. For
example, Article 14 of the Science, Technology and Innovation Act No. 28 of
2013 requires that any person issued with a research permit must adhere to the
code of ethics and guidelines [24].

The NCST, in accordance with Article III of the Science, Technology and In-
novation Act, established the National Bioethics Committee (NBC) to spearhead
the development of ethics committees in Kenya [24]. The NBC guidelines for
accreditation of ethics review committees (REC) are meant to ensure that RECs
have similar basic structures, capacities, and operational framework [22]. The
guideline recognizes two types of institutional ethics review committees, the
human ethics committee for protecting human research subjects and the animal
ethics committee for safeguarding wellbeing of animal research subjects. The
NCST guidelines for ethical conduct of biomedical research involving human
subjects provides a background for the evolution of medical research ethics; a
systematic and coherent framework for determining whether clinical research is
ethical (value, scientific validity, fair subject selection, favorable risk-benefit ra-
tio, independent review, informed consent, and respect for potential and
enrolled subjects); general ethical principles (respect for persons, beneficence,
and justice); 15 guidelines for protecting human subjects from harm; phases of
clinical drug trials and vaccines; guidelines for externally sponsored research;
and guidelines for constituting an ethical committee [7].

Fourth, the MUST UMB supports MIRERC work. Finally, the MUST has an
Innovation and Enterprise Centre with underutilized office space, which could
be used to house a dedicated MIRERC Secretariat.
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5. Weaknesses of the MUST Research Ethics System

There are a number of challenges confronting the MUST ethics review system.
First, by 31% January, 2018, the University did not have a graduate school to as-
sure scientific rigor/veracity of protocols before submission to the MIRERC. As
a stop gap measure, other schools in the University were instructed to establish
Departmental Graduate Committees to review post-graduate students research
proposals and propose allocation of supervisors to the DVC-ARS. However,
there is still a need for a graduate school to coordinate the overall welfare of
post-graduate students. In absence of a graduate school, MIRERC reviewers are
also obliged to review the scientific aspects of the proposals/protocols.

Second, with exception of the School of Health Sciences, where undergraduate
and graduate students receive basic training in research ethics, other schools do
not have courses on research ethics. Therefore, in schools that do not provide
research ethics training, awareness of the need for ethical clearance of
non-medical research proposals is limited.

Third, the University does not have an office dedicated to the management of
MIRERC ethics review work. In 2017, the DOR, consisting of only the Director
and a casual clerk/secretary, functioned as a secretariat for the MIRERC. As the
numbers of proposals submitted for ethics review increases, there will be a need
for an adequately staffed office that is dedicated to MIRERC work, to ensure ef-
ficient operations.

Fourth, undergraduate research proposals are not reviewed by the MIRERC
prior to implementation, which exposes the University to the potential risk of
unethical research. This is because the MIRERC is relatively nascent and does
not have requisite capacities to process very large numbers of undergraduate
proposals.

Fifth, the country (and indeed the African Region [25] [26]) has limited
number of research ethics trainers, and thus, it was challenging to find external
trainers. The VC wrote to the WHO Regional Office for Africa requesting for
technical support to train MIRERC members, but there was no response.

Finally, there are a number of operational issues, including the lack of an op-
erating budget for MIRERC work; absence of SOPs on animal-based
(non-human) research; limited (but growing) research ethics review experience;
MIRERC members have substantive teaching workload in addition to their re-
search ethics review responsibilities; MIRERC members are not remunerated for
their work, and in medium and long-term, as numbers of proposals increase,
this might be a problem; and many of the proposal authors take longer than the

required two weeks to address the ethics reviewer’s suggestions.

6. Opportunities for the MUST Ethics System

A number of opportunities are potentially available to the MUST ethics review
system. First, there exist about 22 institutional ethics review committees
(IRERC) in Kenya that are accredited with the NACOSTI [27]. The MIRERC
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could potentially enhance its capabilities by networking and collaborating with
these older IRERC:s.

Another opportunity is the existence of international standards and opera-
tional guidance for ethics review of research involving human [28] and
non-human participants. For instance, WHO has a publication with basic con-
cepts for use in the capacity-building of research ethics committees [13], and
guidelines on ethical issues in public health surveillance [29]. American Psycho-
logical Association (APA) has guidelines for ethical conduct in the care and use
of non-human animals in research, which were developed by the APA Commit-
tee on Animal Research and Ethics in 2010-11 [11]. The Australian code for the
care and use of animals for scientific purposes details the responsibilities of in-
vestigators, animal carers, institutions, and animal ethics committees, and it de-
scribes processes for accountability [30].

The availability of guidelines and codes on best ethical practices in research
offer another opportunity. For example, the Nuremberg Code [18], Declaration
of Helsinki [17], International Ethical Guidelines for Biomedical Research In-
volving Human Subjects [9]; Ethical Considerations in Biomedical HIV Preven-
tion Trials [31], United Nations Educational, Scientific and Cultural Organisa-
tion (UNESCO) Universal Declaration on Bioethics and Human Rights [32], and
Ethics of Research related to Healthcare in Developing Countries [33].

Next is the accessibility of pertinent international statutes and regulations. For
instance, the Universal Declaration of Human Rights [34]; International Council
for Harmonisation of Technical Requirements for Pharmaceuticals for Human
Use (ICH) Guideline for Good Clinical Practice [15]; ICH Guidelines on Choice
of Control Groups and Related Issues in Clinical Trials [35]; Council of Europe
Convention on Human Rights and Biomedicine [36]; Additional Protocol to the
Convention on Human Rights and Biomedicine, concerning Biomedical Re-
search [37]; Directive of the European Parliament and of the Council of 4 April
2001 on the approximation of the laws, regulations, and administrative provi-
sions of the Member States relating to the implementation of good clinical prac-
tice in the conduct of clinical trials on medicinal products for human use [38];
and United States Food and Drug Administration regulations for the protection
of human subjects [39].

Additionally, the Council on Health Research for Development (COHRED)
has developed an automated platform called Research for Health Innovation
Organiser (RHInnO Ethics), which facilitates and manages the entire research
ethics review process [40]. RHInnO Ethics enables researchers to submit re-
search protocol and supporting documents online, track the review and approval
progress, receive automated notifications on the status, access ethics reviewers’
reports on online, and access institutional templates and policy guidelines elec-
tronically [41]. It also facilitates reviewers to electronically receive and ac-
cept/decline invitations to review protocols, access assigned protocols and sup-

porting documents, transmit review report to the administrator, and access

DOI: 10.4236/jbm.2018.612003

36 Journal of Biosciences and Medicines


https://doi.org/10.4236/jbm.2018.612003

J. M. Kirigia et al.

available guidelines and policies for RECs [41]. RHInnO Ethics enables admin-
istrators to electronically receive notifications when new protocols are submit-
ted, coordinate the beginning and end of a review cycle, conduct a quick internal
appraisal of protocols before sending them to reviewers, invite reviewers, collate
reviewers’ comments and dispatch them to principal investigators, and monitor
the progress of protocol review and send reminders in case of delays [41].

Finally, the availability of external resources for strengthening research ethics
and regulatory bodies capacities (functionality and performance) is another op-
portunity. For example, the European and Developing Countries Clinical Trails
Partnership (EDCTP) provides ethics grants to institutions in sub-Saharan Afri-
ca for establishment and strengthening of national ethics committees, institu-
tional ethics review boards/committees, coordination, training, and networking
[42]. Countries such as Benin, Botswana, Cameroon, Democratic Republic of
Congo (DRC), Ethiopia, Gabon, Ghana, Kenya, Liberia, Malawi, Mozambique,
Nigeria, Rwanda, Senegal, South Africa, Tanzania, Uganda, and Zimbabwe have
received ethics grants in the past [43].

The John E. Fogarty International Center also supports research ethics capac-
ity strengthening through two programmes, the International Research Ethics
Education and Curriculum Development Award and International Bioethics

Research Training Program [44].

7. Threats to the MUST Ethics Review System

There are five main threats to the MUST ethics review system. First, some stu-
dents and staff, especially those conducting non-human research, might resist to
submit their research proposals to the MIRERC for ethical review. Second, the
Kenya National Research Fund (NRF) does not currently demand evidence of
ethical approval of proposals submitted from national universities prior to
funding commitment. Thus, the MUST scholarly community members compet-
ing for NRF may not have any incentive to submit their proposals to the
MIRERC. Third, unless the MUST starts offering some honorarium to MIRERC
reviewers, they might not consider continuing voluntary work in the medium
and long-term. The potential conflict of interest among MIRERC members, who
might review proposals from family members and close friends without declar-
ing conflict of interest is another threat. Finally, the lack of formal linkages and
collaboration between the MIRERC and other IRERCs in Kenya, in the African
continent, and globally, might stifle members’ continued research ethics learn-

ing.

8. Recommendations

The MUST research ethics system performance and sustainability can be im-
proved in a number of ways. First, there is need for the UMB to include research
ethics training in all undergraduate and post-graduate curricula. With requisite

support from the UMB, the MIRERC could develop a programme for training of
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at least two research ethics trainers from each academic department. These
trainers should be allocated requisite resources to enable them to train depart-
mental faculty and students.

Second, the MIRERC should create a dynamic database of potential research
ethics reviewers within Kenya. The Secretariat can implement this recommenda-
tion using the following approaches: 1) requesting for a list of bioethics experts
from the Bioethics Society of Kenya [45] and 2) searching all academic and
search engines for Kenyan authors of articles and books on research ethics [46].

Third, the UMB ought to allocate a percentage of the annual MUST Research
Fund (MRF) budget to the MIRERC for use in paying honorariums to ethics re-
viewers of research proposals. The MUST currently pays Ksh 8000 (US$ 80) to
each internal and external scientific reviewer of MRF proposals. Thus, it is rec-
ommended that each ethics reviewer be paid the same honorarium per proposal
reviewed.

Fourth, to further increase sustainability of the MIRERC, the UMB should
consider charging a fee for ethics review. The nominal fee could be levied as a
part of the tuition fees of students pursuing undergraduate-, master’s- and doc-
toral programs. For example, the Moi University Institutional Research and
Ethics Committee charges are as follows: Bachelors/Diploma: Ksh 1000
(US$ 10), Master’s: Ksh 2000 (US$ 20), PhD: Ksh 3000 (US$ 30), and Facul-
ty/Post-Doctoral: Ksh 5000 (US$ 50) per proposal [47].

Fifth, the UMB should institute a graduated ethics review charge for each ex-
ternally funded research proposal towards the MIRERC kitty. For example, the
fees for externally funded proposals at the Moi University Institutional Research
and Ethics Committee are as follows: US$ 500 for proposals worth less than
US$ 50,000, US$ 1000 for those worth US$ 50,000 - US$ 100,000, and US$ 1500
for proposals worth over US$ 100,000 [47].

Sixth, the UMB ought to make it mandatory for all research proposals involv-
ing MUST students (undergraduate and post-graduate) to be subjected to
MIRERC clearance prior to conduct of studies. Implementation of this recom-
mendation presupposes the existence of an adequately staffed and financed the
MIRERC. Otherwise, with its current meagre resource endowment, the MIRERC
does not have the capacity to review all the undergraduate and post-graduate re-
search proposals.

Seventh, the UMB should require all student and faculty research proposals
prepared for submission to either the Kenya NRF or to international research
funding organizations to be cleared by the MIRERC prior to their transmission
for funding consideration.

Eighth, a revamped MIRERC should devise a mechanism for ensuring that
highest ethical standards are upheld in the entire research cycle, including pro-
posal development, implementation, dissemination, and closure.

Finally, the MIRERC Secretariat, Chairman, and membership should down-
load the RHInnO Ethics platform, acquaint themselves with it, and start using it.
If training is required, through the VC, the Chairman should request for tech-
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nical support from the COHRED. According to Mokgatla et al. [40], ethics re-
view committees that have institutionalized RHInnO Ethics have realized re-
markable benefits in terms of improved data security, submission process,

communication, standardization, and cost savings.

9, Conclusions

This paper provides a brief anatomy (including steps followed in its formation)
and a SWOTs analysis of the MUST research ethics system. Its strengths include
a functional MIRERC, existence of pertinent national law and ethical guidelines,
existence of an Innovation and Enterprise Centre that could house a dedicated
MIRERC Secretariat, and a supportive University Management Board.

The weaknesses include lack of a graduate school to assure scientific rigor of
proposals before submission to the MIRERC, lack of research ethics training in
most school’s curricula, absence of a dedicated MIRERC Secretariat, undergra-
duate research proposals being not ethically reviewed, dearth of faculty trained
in research ethics, and lack of an operating budget for MIRERC work.

The opportunities include existence of about 22 accredited IRERCs in Kenya,
existence of international standards and operational guidance for ethics review,
availability of guidelines and codes of best ethical practice in research, existence
of a free automated platform called RHInnO Ethics for managing the ethics re-
view process, and availability of external resources for strengthening IRERCs.

In order to improve the performance and sustainability of the MUST research
ethics system, it is important to include research ethics training in all undergra-
duate and post-graduate curricula, create a dynamic database of potential re-
search ethics reviewers, allocate a percentage of the annual MUST research
budget for MIRERC operations, charge a graduated fee for proposal ethics re-
view, require all student and faculty internal and external research proposals to
be cleared by the MIRERC, and use the RHInnO Ethics platform to manage the

ethics review process.
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Appendix

1: MUST Research Ethics System SWOT Analysis

Instrument

This instrument was used to identify internal and external factors influencing
the performance of the MUST research ethics system (MRES).

Strengths

1). What unique knowledge and skills do MRES have?
2). What do MUST scholarly community opine that MRES does well?
3). What resources do MRES have?

4). What are the biggest achievements of MRES to date?

Weaknesses

Opportunities

5). What could MRES improve?
6). What knowledge and skills are lacking in MRES?
7). In what areas does MIRERC membership need more training in?

8). What complaints have MIRERC received from its clientele (students, staff, col-
laborators) about its ethical services?

9). Does MIRERC have a strategic plan and rolling annual action plans? Are those
plans comprehensive? Explain.

10). How can MRES convert its weaknesses into opportunities?
11). How can MRES turn its strengths into opportunities?

12). Is there a research ethics related need at MUST that is not being met by MRES?
Explain.

13). How is the science and technology terrain changing in Kenya? How can MUST
take advantage of those changes to boost performance of MRES?

14). What are the global initiatives, platforms and partnerships that support re-
search ethics system strengthening?

15). What opportunities exist nationally for strengthening MRES?

16). What opportunities exist within sub-regional economic communities and
within the African Union for strengthening MRES?

17). Is there something that could be improved in the composition of MIRERC
membership, e.g. inclusion of lay persons, persons from other universities? Explain.

Threats

18). Has MIRERC been accredited by NACOSTI? Explain.

19). What obstacles do MRES face in performing its functions?

20). Could any MRES weaknesses prevent it from attaining its goals?
21). What might cause MRES problems in future? How?

22). Does MRES fully shield MUST from potential legal consequences of unethical
research? Explain.

23). Is all research MUST students (undergraduate, post-graduate), staff and colla-
borators are involved in cleared by MIRERC? Explain.

24). Are all MIRERC members knowledgeable in the key international research
ethics standards and guidelines? Explain.

25). Do MIRERC members have conflict of interest that may bias their decisions
and recommendations? Explain.

26). Are all students and academic / research staff in MUST trained in research
ethics, MIRERC standard operating procedures and its tools? Explain.

Source: Developed by authors.
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