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Background. Africa has seen an increase in the number of health research projects being conducted on the continent, particularly clinical
trials. Ideally, this should be accompanied by a commensurate improvement in research ethics review capacity to competently provide the
much-required research ethics oversight. Unfortunately, this is not the case in many African countries, which are still grappling with weak
research ethics oversight capacity, not only at national level but also at institutional level.

Objectives. To describe the proposal by Kenya's national research ethics regulatory authority, the National Commission for Science
Technology and Innovation (NACOSTI), to build the capacity of its National Scientific and Ethics Committee (NSEC), tasked with providing the
required research ethics oversight in the country.

Methods. This is the proposal submitted by NACOSTI to the European and Developing Countries Clinical Trials Partnership for funding of a
project entitled ‘Strengthening Research Ethics and Oversight in Kenya’ (STReK). It describes the activities involved to strengthen the NSEC
to provide the required research ethics in the country, and to build the research ethics capacity of research ethics committees (RECs) it has

accredited, through training and mentorship programmes, to enable them to efficiently review research proposals.

Results. Proposed activities of the project are presented. Implementation of the activities described is ongoing.

Conclusion. Lessons learnt in this regard may be of benefit to other research ethics regulatory authorities in resource-constrained countries

aiming to strengthen their research ethics oversight capacity.
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Clinical trials are crucial in the research and development of new
health products, and key in the discovery of interventions for
otherwise devastating diseases endemic in Africa, such as malaria,
leishmaniasis, tuberculosis and trypanosomiasis. They bring with
them an accompanying improvement of public health and local
infrastructure, and the economic boost that results from massive
research funds invested locally. The number of clinical trials taking
place in Africa is still relatively low compared with other parts of the
globe: although Africa represents ~15% of the world’s population,?*
it is estimated that only 2% of clinical trials conducted worldwide
take place on the continent.” There are several possible reasons for
this disparity, chiefly the inadequate ethical and regulatory oversight
capacity for such trials.”

Despite this, Africa continues to see an upward trend in the
number of clinical trials as pharmaceutical companies move their
research sites to developing countries.” There are many reasons for
this shift: firstly, the higher cost of conducting trials in resource-rich
countries is becoming prohibitive to companies driven by the desire
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to make a profit for their shareholders. Secondly, Africa provides
access to a population with diverse genetics, and large numbers of
treatment-naive patients. Thirdly, it is challenging to find enough
trial participants in large phase-three clinical trials in resource-rich
countries, making it necessary for sponsors to look for additional sites
in other parts of the world.

There are two major concerns in conducting clinical trials in Africa.
Firstly, many people on the continent are poor,” and for them clinical
trials are a way of accessing medical care. This puts them at great
risk of being exploited." Secondly, the low level of education can be
a barrier in obtaining informed consent. Clinical trial information is
often too complex for participants to understand despite efforts by
researchers to simplify the language. People in Africa are therefore
easily enrolled into clinical trials on drugs and vaccines without giving
serious thought to their potential risks and possible side-effects.

One way of addressing these concerns is to have robust RECs to
ensure the safety of research participants by thorough review of
research protocols to be certain that international research ethics
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standards are met for local research projects.® This is crucial in
guaranteeing that researchers from resource-rich countries do not
conduct research in Africa that would not be allowed by the robust
research regulatory frameworks in their own countries,® and would
aid in preventing ‘ethics dumping'o'"

The surge in the number of clinical trials being conducted in Africa
has created an urgent need for competent RECs to review clinical trial
proposals, and to provide ethical oversight in the conducting of these
trials. Many African countries do not yet have adequate capacity to ensure
that clinical trials are conducted according to internationally accepted
ethics standards.'? Studies suggest that the challenges preventing RECs
in Africa from being effective include insufficient training of members
and inadequate capacity to review and monitor studies, among others. "
Several efforts have been made to address this deficiency and build
capacity for RECs in Africa.'™ These have resulted in programmes
such as the South Africa Research Training Initiative (SARETI),"
Advanced Research Ethics Training in Southern Africa (ARESA),""® Centre
for Biomedical Ethics and Culture/Kenya Medical Research Institute
(CBEC-KEMRI) Bioethics Training Initiative — to name a few. In addition,
REC members in Africa can access research ethics training offered
through e-learning platforms such as Training Resources in Research
Ethics Evaluation (TRREE),"” Global Health Network,"® Collaborative
Institutional Training Initiative (CITI),"” the National Institutes of Health?”
and Family Health International (FHI),?" among others.

Ethical oversight for the conducting of
clinical trials in Kenya

NACOSTI is responsible for research ethics oversight of clinical trials
in Kenya and carries this mandate via NSEC. The NSEC accredits
all RECs in the country, and delegates to them the responsibility
of ensuring that research involving human participants complies
with national and international ethics principles. Until 2010, there
were only five NSEC-accredited RECs in Kenya. Between 2000 and
2018, Kenya experienced exponential growth in newly established
universities, leading to an upsurge in the number of RECs linked to
these universities. By 2018 there were 25 accredited RECs, each with
10 to 15 members. This rapid increase has brought with it several
challenges. Kenya currently lacks the requisite infrastructure and
human resources to allow RECs to function well. The rapid surge also
meant that most REC members in the country are inexperienced and
lack the training and expertise required to provide research ethics
oversight for studies involving human participants.

Methods

Strengthening the ethical review and oversight
capacity of NSEC

NACOSTI will use a two-pronged approach to improve NSEC's ability
to fulfil its mandate efficiently. Firstly, existing NSEC governance will
be improved. A strategic plan will be developed, and guidelines and
standard operating procedures (SOPs) implemented to standardise
its operations. Secondly, the information and communication
technology (ICT) infrastructure of NSEC will be improved to enable
it to offer better supervision of RECs, build a network among RECs
and with NSEC, and build capacity of REC members to better
provide research ethics oversight for the review and approval of
studies.

20 April 2023, Vol. 16, No. 1

Development of a strategic plan, SOPs and guidelines

The strategic plan will aim to set clear strategic objectives and
deliverables to streamline NSEC operations. It is also envisaged that
the strategic plan will help NSEC in resource mobilisation and resource
allocation efforts. It will be developed through an inclusive process
involving various key stakeholders including research institutions,
Kenya's Ministry of Health, and RECs. The process will involve face-to-
face interviews, workshops and small group discussions. A baseline
survey on the status of NSEC will be carried out to document
its current operational status through a strengths, weaknesses,
opportunities and threats (SWOT) analysis. A qualitative review
of NSEC status will be done through key informant interviews to
examine its current mandate including its functioning, organisational
structure and roles of the personnel, among others. The report
emanating from the review will be shared with key stakeholders for
their input, and then used to develop NSEC’s strategic plan with the
help of a consultant. The 3-year strategic plan will be validated at a
meeting with research ethics stakeholders before its launch.

A review of NSEC's SOPs will be facilitated and new SOPs developed
where needed. The initial step will be to define workflows and
processes in line with NSEC objectives. The review will be conducted
in 3-day workshops during which existing SOPs will be examined
for content and scope to determine effectiveness and gaps that
may exist. In addition, implementation of the existing SOPs will be
evaluated to identify areas of strength and note areas that need
improvement. Critical areas lacking SOPs will be identified. Groups
will then be assigned to work on reviewing the existing SOPs and
to develop missing ones. This will be followed by meetings for
consensus and adoption of the SOPs. The process for review and
development of the SOPs and guidelines will be documented, and
templates developed for adoption by both NSEC and RECs.

Improving ICT infrastructure at NSEC

The first step planned is to install an information management
system (IMS) at NSEC. This will include collecting baseline data on the
existing status of the ICT infrastructure to determine the gaps that
exist, with a view to addressing these gaps in line with organisational
objectives. Information obtained will be used to select the type of
IMS to be procured and installed. The IMS will be used to update the
NSEC on the operations of RECs, and for monitoring and evaluation of
their performance. A database will be developed to store information
from all accredited RECs. The database will contain information on the
numbers and types of research proposals submitted to RECs; research
titles and names of the principal investigators; categories of research
(such as academic, collaborative, or clinical trials); studies reviewed;
and whether approved or disapproved by each REC. In addition,
NSEC will build and maintain a database of all accredited RECs,
their membership, expertise and experience to facilitate networking
and consultation among them. An ICT officer will be trained in the
maintenance of the IMS and will then train other officers and RECs to
access and use the system.

Improving the ethical review and oversight
capacity of REC members

NSEC will provide standardised training and mentorship to members
of newly established RECs, to improve the skills of REC members in
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ethical review and oversight in health research. In addition, a regional
research ethics conference will be held to enable REC members to
network, form collaborations, and share best practices.

Training of REC members

STReK Project had intended to develop a research training package
to be used to train members of RECs. However, a national research
ethics training guide® was developed by NSEC before the start of
the grant. STReK Project will therefore adopt the existing training
guide for use in training REC members. The guide has 14 modules:
Introduction to research ethics; Ethical principles in research;
Research study designs; Informed consent in research; Research
involving vulnerable populations; Research integrity; Research
involving animals; Community engagement in research; Emerging
issues in research; Composition and functioning of RECs; Research
proposal review process; Post-approval monitoring of approved
protocols; Continuous quality improvement of RECs; and Institutional
support of RECs.

The 3-day training workshops will be geared towards enabling
REC members to review research proposals, and in particular, clinical
trials, more efficiently and effectively; and to adequately monitor
the studies that have been approved. Training data collected will
include pre-training evaluation, post-training evaluation and course
evaluation, and the feedback obtained will be used to improve
subsequent trainings. With respect to the actual research ethics
trainings, trainees will be identified from the newly established RECs,
with facilitators being drawn from established RECs, members of
NSEC and other ethicists. The facilitators will be selected based on
their training and experience in research ethics.

Mentorship programme for REC members

NSEC will establish a structured mentorship programme for REC
members. First, the NSEC will develop mentorship tools consisting
of a mentorship guide with a mentee logbook to be used during
clerkship by REC members on attachment at mentorship centres. The
mentorship guide will clearly indicate the roles of the mentorship
sites, the mentors and the mentees, and a process for the mentorship.
Three RECs with Federal Wide Assurance (FWA) numbers granted by
the Office for Human Research Protections (OHRP) for compliance
with US Health and Human Services regulations for protection
of human subjects, will serve as mentorship centres. These are:
Kenyatta National Hospital-University of Nairobi Research and
Ethics Committee (FWA 00002173); Scientific and Ethics Research
Unit of Kenya Medical Research Institute (FWA 00002066); and
Moi University/Moi Teaching and Referral Hospital Research Ethics
Committee (FWA 00003128). These RECs will provide clerkships
consisting of a practicum in three ethics review committee meetings.
Prior to the review meeting sessions, mentees will be assigned
mentors with whom to jointly review a protocol scheduled for
discussion at the REC meeting. The protocol will be sent to the
mentees in advance. In addition to this review process, mentees will
observe and participate in other REC activities including but not
limited to receipt of protocols; their tracking; decision-making and
communication of the outcomes; appeals; reporting; and renewal of
approvals. Scheduled meetings between mentors and mentees are
envisaged. These meetings may be face-to-face or virtual and will be
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arranged to cover specific functional tasks in the review process cycle.
Periodic feedback on mentee experiences will be shared and further
discussion and guidance sought on unaddressed or unclear issues.
Records of all activities a mentee participates in will be captured
using a mentorship logbook. Mentees will evaluate their experience
using an evaluation tool, for feedback to the mentoring sites.

Research ethics conference

In the final year of this grant, STReK Project will organise a research
ethics conference for the purposes of networking between RECs for
purposes of benchmarking, sharing of experiences and learning.
The 3-day conference will consist of plenary sessions with keynote
addresses by renowned research ethics practitioners, panel
discussions, posters and short oral presentations for the sharing of
scholarly work and ethics review experiences.

Dissemination of results

The results of this project will be disseminated through several
avenues, such as the regional research ethics conference; scientific
communications; policy briefs; publications in peer-reviewed
scientific journals and stakeholder forums; and also through print,
social and mass media.

Discussion

This article presents a proposal by Kenya’s research ethics national
regulatory authority, the National Commission for Science Technology
and Innovation (NACOSTI), to strengthen its National Scientific and
Ethics Committee (NSEC) in providing research ethics oversight in
Kenya. The proposal is already being implemented, under a project
dubbed Strengthening Research Ethics Oversight in Kenya (STReK)
Project. By the end of this project, it is anticipated that NSEC will have
strengthened its operational systems and improved its functionality
by using the developed strategic plan, SOPs and guidelines, and the
improved ICT infrastructure.

A good strategic plan has great benefits for organisations. It gives
them a sense of direction, increases their operational efficiency
and provides them with better corporate governance.”® SOPs and
guidelines are quality assurance tools. These concepts have largely
been adopted from the industrial sector, where they are used to
ensure consistent quality in manufactured products, and from the
business sector. They are documents that describe in detail the steps
to be followed in performing a given operation. SOPs and guidelines
aim at guaranteeing that tasks are performed in the same way
consistently, and at improving performance.?” The net effect of the
strategic plan, guidelines and SOPs will be better facilitation of NSEC.

The benefits of ICT in streamlining operations in organisations
cannot be underestimated. Improved ICT infrastructure by installation
of an IMS will help NSEC to keep abreast of the activities of RECs
and hence NSEC will be able to promptly identify any that may be
needing support. It will also assist in networking all accredited RECs
with the NSEC, and with each other. In addition, it is also anticipated
that the improved ICT infrastructure will facilitate timely reporting
from the RECs, including the status of studies they have received,
those that they have reviewed and those that they have approved
or rejected. Robust ICT infrastructure will also facilitate access to
databases of crucial information like clinical trial registries, training
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records of reviewers, and available expert reviewers across the RECs.
The development of interaction between the established RECs and
newly created ones will in addition lead to a more integrated and
co-ordinated clinical trial environment in Kenya. The net effect of these
improvements will be an NSEC enabled to perform its research ethics
oversight role optimally.

A high level of responsibility is placed on REC members to protect
research participants and provide oversight in the ethical conduct
of research that they approve. It is not possible for REC members
to do this without adequate training in research ethics.”” Research
ethics training is therefore central to the development of competence
of REC members. Mentorship provides additional benefits as new
REC members learn from more experienced members. The training
and mentorship of REC members through STReK Project will equip
participants with the necessary skills to efficiently review clinical
trial applications for sound ethical considerations, and thus be able
to provide the necessary oversight for the clinical trials on behalf of
the NSEC. Through the anticipated efficient review of protocols by
the built capacity, the quality and reliability of data emanating from
clinical trials carried out in Kenya is expected to improve immensely
because of this grant. It is hypothesised that the net effect of these
improvements will be a better environment for conducting clinical
trials. It is anticipated that with time, probably within 3 years of the end
of the grant, at least three other RECs in Kenya will be able to oversee
the conduct of multinational trials to the highest international research
ethical standards, and also to attain international accreditation so
as to increase the local capacity to absorb such clinical trials. For
sustainability, it is anticipated that even after the EDCTP funding comes
to an end, the research ethics trainings will continue to be conducted
to build a pool of people trained in research ethics who can be ready to
serve on RECs when called upon to do so.

Lessons learned from Kenya’s experience may be adopted by other
resource-constrained countries in the region and in other parts of
Africa, while taking into consideration research ethics regulation
structures that may be country-specific.

Conclusion

This article has highlighted the potential benefits of a project funded
by EDCTP aimed at strengthening research ethics in Kenya. The
results of the implementation of this grant will be presented in a
future article at the end of the project.
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