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Abstract Invited Reviewers
Biobanks and human genomics applications are key for understanding 1 2
health, disease and heredity in Africa and globally. Growing interest in

these technologies calls for strengthening relevant legal, ethical and policy o o
systems to address knowledge disparities and ensure protection of society, ) report report
while supporting advancement of science. In Zimbabwe there is limited Ver_s'on 2

understanding of ethical, legal, and societal issues (ELSI) for biobanking ?‘2“3"5:;‘;19

and genomics. The Genomics Inheritance Law Ethics and Society (GILES)

initiative was established in 2015 to explore the current status and gaps in version 1 ? ?
the ethical and legal frameworks, knowledge among various stakeholders, published report report
and to establish capacity for addressing ELSI of biobanking and genomics 08 Jan 2019

as applied in biomedical and population research, and healthcare. The
project was conducted over a countrywide geographical region and
established one of the most comprehensive studies for ELSI of human
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biobanking and genomics in Africa. This paper outlines the strategy
undertaken during the implementation of the GILES initiative and discusses
the importance of such an initiative for characterisation of ELSI of human University, Kampala, Uganda
biobanking and genomics in Zimbabwe and Africa.
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E7ET:) Amendments from Version 1

In the new article version we have clarified the objectives of
the article. The article outlines the strategy undertaken by the
researchers in the implementation of the GILES initiative and
highlights challenges and opportunities for such research in
Zimbabwe and Africa.

Other changes in the article include provision of specific details
on the number of documents reviewed in the analysis of ELSI
regulations and guidelines for bio banking and human genomics
in Zimbabwe. In addition, clarification was also provided on the
number of protocols reviewed to understand how researchers
address ELSIs of biobanking and human genomics when
submitting proposals for ethics review to the national ethics
committee. Justification and summary of the approach, data
collection and analysis used for the KAP study was also revised
to highlight the need for understanding views and perceptions
of biobanking and human genomics applications in African
communities.

Lessons learnt and opportunities were updated to reflect
experiences from the overall implementation of the project.

See referee reports

Introduction

Biobanks of human biospecimen collections are key resources for
understanding individual and population diversity, and are inte-
gral to healthcare research, medical care, and drug discovery'?.
Linked to biobanking, advances in technology are enabling
large-scale biochemical and genomic analysis, generating sub-
stantial amounts of data of personal and health relevance with
ethical implications for communities and populations**. Although
the benefits of human biobanking and genomics applications are
well recognised, ethical, legal and social challenges arise along-
side unclear regulations and policies, and limited understand-
ing among research scientists, healthcare professionals and the
wider public’. In particular, African countries are faced with a
growing need for the application of genomics in medicine and
research. African genomics and population data are drawing
regional and global interests as they add rich genomic back-
ground diversity to existing efforts to fully understand human
genomic variation. This plays an important role in biomarker
identification, improving disease diagnostics, and development
of targeted therapies, which take into account interplay of
environmental and demographic factors®. However, the nature of
biobanking and genomics gives rise to ethical and social issues
at personal and population level. Therefore, there is urgent
need to understand the current status, gaps and needs to build
capacity for appropriately applying these technologies at the
national, regional and international level. The main objective
of this article is to describe the strategy and experiences of the
Genomics Inheritance Law Ethics and Society (GILES) initiative
aimed at understanding ethical, legal and societal issues
(ELSIs) in human biobanking and genomics. In this article
we build upon the rationale for addressing ELSIs in Africa
using Zimbabwe as an example of a country with less advanced
structures for human biobanking and genomics and where
ELSIs are poorly understood among professional and community
groups. We highlight challenges and opportunities observed
during the implementation of the project and outline potential
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locally tailored approaches for comprehensive characterization
and capacity building for ELSIs of human biobanking and
genomics in Africa.

The need for ELSI research for human biobanking
and genomics in Africa

Recently, several consortia have embarked on projects to char-
acterize African population genomics. The largest consortium
is the Human Heredity and Health in Africa (H3Africa) pro-
gram, which is focused on supporting biobanking and collabora-
tive genomics research for understanding population genomic
diversity in relation to disease susceptibility, diagnosis and
association with environmental factors®!'!. This and other ongo-
ing initiatives create the need for anticipating and addressing
emerging issues in human genomics notably: increased biobank-
ing activities, whole genome sequencing, genome wide
association studies, large scale databases and bioinformatics.
Researchers in Zimbabwe are actively contributing to this ini-
tiative, and other related continent-wide consortia whereby
associated ethical, legal, and societal issues (ELSI) remain
under-explored. For example, despite the expectations of the
international collaborative projects in the cross-border stor-
age of human biospecimens and depositing of research results in
consortia databases for access by scientists locally and abroad,
differing terms and norms which are likely to present barriers
to access and use are not well addressed. In addition, the uni-
directional flow of samples and data out of Africa has created
a sense of exploitation and distrust and the African genomics
research community are playing a leading role in addressing such
concerns and limitations as they become more likely to occur'>!3.

Biobanking, genomics and emerging ELSIs in
Zimbabwe

In Zimbabwe, human biospecimen collections or biobanks
have largely focused on infectious diseases research, national
surveillance programs, disease outbreaks and molecular diag-
nostic applications. In this work, we acknowledge the exist-
ence of biobanks both in their rudimentary and advanced form,
and the potential for their samples to be used for a wider variety
of human genomics applications than for which they were
originally collected. To date, the Biobank and Pharmacogenet-
ics Database of African Populations is the only openly reported
resource, which marked a significant step in multi-national
collaborative biobanking efforts, and was designed for the
study of variations associated with drug response in Africa'®.
Such activities were established with limited knowledge and
expertise about ELSIs and create a basis for strengthening the
current structures for human biobanking and genomics sciences
oversight.

Although biobanking and genomics are still in their infancy in
Zimbabwe, growing interest and participation of local research-
ers in international collaborative consortia promises new
avenues for research and medical solutions important to public
health. For example, a local pharmacogenetics-based study indi-
cated that the prescribed use of the anti-HIV drug efavirenz
may result in severe side effects among patients due to highly
prevalent variants in the gene encoding the drug metabolising
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CYP2B6, which were associated with decreased drug clear-
ance, and thereby increasing risk of side effects such as depres-
sion and other neuropsychiatric complications'"". Clinical trials
to assess the possibility of reducing dose and cost-effectiveness
of pharmacogenetics-based prescriptions are underway. The
benefit of such examples of translational research cannot be
underestimated and more clinical research involving biobank-
ing and genomics is highly anticipated in the near future. As
more awareness builds among researchers, healthcare profession-
als and policymakers, the applications of biobanking, genomics
research and bioinformatics will increase bringing to light the
deficiencies in the current ELSI framework in Zimbabwe.

In the wider community, individual and society beliefs, prac-
tices and perceptions influence participation in biospecimen col-
lection for human genomics. As with most African countries,
Zimbabwe is undergoing socio-economic and cultural as well
as religious transitions, which impacts on beliefs and prac-
tices towards health research involving biobanking. In Africa,
blood sample collection is a major area of concern among
community and religious groups, and may be viewed by many
as part of “witchcraft” 18-,

Zimbabwe is a landlocked country in the Southern African
region with a population of approximately 15 million inhabit-
ants. Being centrally located, Zimbabwe provides a major link
for trade and migration, and access to a diverse ethnic and highly
literate population*’. While Zimbabwe is undergoing constitu-
tional reforms, scientific and technological advances, protection
of researchers and participants may become more compromised.
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Ethico-legal consequences and risks of psychosocial harm, stigma
and genetic discrimination also need to be addressed. These
challenges present an opportunity for Zimbabwean researchers
to contribute to the growing debate on ELSI of and development
of appropriately tailored frameworks in line with various ongo-
ing initiatives to build capacity for addressing and regulating
current end emerging issues for biobanking, human genomics
applications and data sharing in Africa.

The Zimbabwe ELSI initiative for biobanking and
genomics: GILES

Driven by the need to understand the current status and to deter-
mine needs for building capacity and harmonised guidelines
for addressing ELSI of biobanking and human genomics in
Zimbabwe, the Genomics Inheritance Law Ethics and Society
(GILES) initiative was launched in 2015. The strategy involving
steps to establish empirical evidence for ELSI regulations and
knowledge-based participation in biobanking and human genom-
ics for research and healthcare is shown in Figure 1 and the
methods are outlined below. The rationale behind the meth-
ods, site selection and emerging findings are also summarized.
Full accounts of the methods and results will be reported in
separate manuscripts.

Prior to the development of data collection tools and field-
work, the research team held meetings to determine key issues
regarding biobanking and human genomics in Zimbabwe. The
topics of genomics and biobanking, although commonplace,
may appear daunting and too advanced among researchers in
Zimbabwe due to various reasons including limitations in graduate

Document, desk
review, educational
needs assessment

GENOMICS, INHERITANCE, LAW ETHICS AND SOCIETY (GILES) Initiative

Assessment of
knowledge,
attitudes and
practice

Current status of ELSI related activities, gaps
and needs in the education, review
processes, legal and policy coverage.

Level of knowledge, attitudes and perceptions of
public, research participants , healtha nd
research professionals

Immediate output

Reporting, consolidation and ELSI framework development |

. |

Updated ELSIs for human
genomics and bioresources

Intermediate
outcomes
A

: |

Recommendations for education, awareness,
community engagement and research resources

. |

Recommendations
for IRBs

| ELSI framework and harmonised guidelines for Biobanking and Human Genomics in Zimbabwe

Lang term
outcome

Figure 1. GILES initiative strategy.
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and advanced training programmes. The interdisciplinary nature
of ELSI research in topics which are cross-cutting in health,
biomedicine and society, motivated a team of experts from diverse
backgrounds was necessary and included bioethics, genom-
ics, medicine, psychology, psychiatry, biomedical sciences and
sociology. The majority of the GILES team were novices in the
subjects of biobanking and genomics and associated ethical
issues. Therefore, informational sessions led by the key inves-
tigators formed part of the project implementation strategy
to ensure good understanding of the subject topics under study.

The GILES project employed a multi-methods approach, which
included document reviews and an explorative qualitative study
with targeted informant interviews and focus group discus-
sions to understand the ELSIs and governance of biobanking and
human genomics for health research and clinical applications in
Zimbabwe. The qualitative method was used to establish subjective
experiences of participants regarding biobanking and genomics as
a basis for development of more focused studies and theoretical

GILES Project Study
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Figure 2. GILES project sites.

Umzingwane

Matabeleland
South

SOUTH AFRICA

AAS Open Research 2019, 2:1 Last updated: 29 AUG 2019

framework in future. The study was conducted in six provin-
cial regions namely — Harare, Bulawayo, Mashonaland East,
Manicaland, Matabeleland North and Matabeleland South
(Figure 2). The site selection was primarily based on the research-
ers’ affiliations in Harare and Mutare (Manicaland province).
Historically, these regions have been favoured for clinical
research work and represent the major ethnic group who speak
the Shona language. Therefore, further considerations were made
to include a wider ethnicity and geographical representation
from the Matabeleland region. The Ndebele-speaking population
are mostly located in Matabeleland North and Matabeleland
South, with Bulawayo as the capital city. Populations in
these regions are often under-represented in health research
despite representing the second most populous ethnic group in
Zimbabwe.

The health authorities are instrumental to accessing communi-
ties for research in Zimbabwe. We sought permission from the
Ministry of Health and Child Care to engage with healthcare

ZIMBABWE

Harare

Manicaland
Seke

Mashonaland
East

MOZAMBIQUE

0 25 50 100 150 200
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workers and members of the communities through local clinics
and hospitals. Social scientists from the GILES project team
guided the interviews and discussions.

Analysis of ELSI regulations

With the fast pace of advanced technologies such as large scale
biobanking, next generation sequencing and genomics, the
current ethical review and regulatory structures may be inad-
equate in upholding ELSI requirements which ensure human
subject protection while optimising research in Zimbabwe.
To understand how ELSI are addressed and regulated in
Zimbabwe and how they are used to govern biobanking and
genomics for human health research and clinical applications,
desk reviews of legal and policy documents, and regulatory
instruments were conducted. In total, 76 documents were reviewed
inclusive of the Zimbabwe Constitution, regulations, policies,
national guidelines and guideline documents from institutions
which collect biospecimens for research or clinical diagnostics
use. Content analysis was used to determine the presence and
absence of information or guidelines regarding the collection,
storage, exportation and analysis of biological specimens and
data, biospecimen and data sharing, data security and consent.

Application of ELSI in research projects

All human subject research protocols are submitted for review,
approval and registration through institutional and the national
research ethics committee at the Medical Research Council of
Zimbabwe (MRCZ). This provided a rich source of materials to
analyse, as a proxy for the current practices among researchers
in addressing ELSIs of biobanking and genomics by reviewing
protocols, which involve human subjects and biospecimen col-
lection/biobanking and genetics/genomics. In total, 200 protocols
submitted to MRCZ for review from 2010 to 2016 were reviewed
using a checklist. The 200 protocols were identified through the
review of the Research Proposal register and electronic database
maintained by MRCZ starting with recent submissions and
moving backwards in time. At the time of the study, the register
contained about 1600 entries. As this was the first time to
conduct such a study, a preliminary assessment of research
protocols by the ethics experts of the research team determined
that there was poor consistency in the manner in which ELSIs
were addressed in projects undertaking biospecimen collec-
tions and genetic or genomic analysis. Therefore a key objec-
tive in the GILES initiative was to generate empirical evidence
to understand the needs for developing updated guidance for
ELSI of human biobanking and genomics for researchers and
ethics committees. We analysed content from the research
protocols regarding ELSIs such as consent, privacy and con-
fidentiality protections, community consultation and engage-
ment, biorepositories (use, governance and security, specimen
sharing and transfers), data sharing and security, informed
consent features, descriptions of risks and benefits, long-term
storage and implementation of sample disposal plans.

Knowledge, attitudes and practice of biobanking and
genomics

In Africa, there exist a wide range of perceptions about biobank-
ing and processes such as sample collection and storage are
surrounded in controversy, suspicion and other beliefs?>?.
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Ethical issues such as stigma, informed consent, privacy and
confidentiality are emerging in the use and sharing of genetic
information. A call for increased publications describing percep-
tions of the diverse African researchers, ethics committees and
communities regarding genomics**, resonates on the key aim of
the GILES project in characterising the broad range of knowledge,
attitudes and perceptions about biobanking and genomics, and
the rationales behind them. We targeted research scientists
and healthcare workers who collect biospecimens which are
used or have potential to be used for human genomics research
or clinical diagnosis. The wider community represented pro-
spective donors of biospecimen collection and participants in
genetic or genomic analysis. The qualitative study approach
was deemed appropriate at this exploratory stage. Applying a
combination of in-depth interviews (IDIs) and focus group
discussions (FGDs) allowed for an understanding of the mean-
ing people give to their experiences particularly for termi-
nologies, which may be less familiar generally. The research
team held various workshops to develop consensus on the ter-
minologies for use during the development of IDI and FGD
guides. The process entailed generating ideas, recording the
ideas, discussing the ideas, voting on the ideas, translation
of items and triangulation. For effective communication with
the individuals and communities around Zimbabwe, the guides
were developed in English language and translated into local
languages Shona and Ndebele. Topic guides and prompt state-
ments were used to explore general issues about biobanking
of biospecimens and their use in genomic analysis in health-
care and research. In-Depth Interviews were conducted among
31 individuals consisting of 3 spiritual and religious leaders,
11 researchers, 5 regulatory and ethics experts, 9 health service
providers, 2 policymakers and 1 journalist. A total of 15
Focus Group Discussions were conducted among healthcare
workers and community members from 6 provincial region
(Table 1). All IDIs and FGDs were audiotaped and tran-
scribed then translated into English for analysis. Data process-
ing and analysis was conducted using a combination of thematic
and constant comparison analytical approaches. Complete
reports of this process and the detailed results will be presented
in a separate research manuscript.

Table 1. Number of focus group discussions
participants by province.

Province No. of participants by TOTAL
designation
Healthcare Community TOTAL
workers members

Harare 25 23 48
Mashonaland East 20 20
Bulawayo &5 24 59
Matebeleland South 14 14
Matebeleland North 9 9
Manicaland 20 19 39
TOTAL 80 109 189
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Community engagement and education are key to fulfilling
ethical requirements by promoting understanding of com-
plex subjects such as biobanking and genomics. The H3Africa
consortium researchers are actively incorporating such strate-
gies into their research programs®*?’. The participation of the
various stakeholders in the GILES project has facilitated a first
step towards community engagement in biobanking and genom-
ics in Zimbabwe. This has created a foundation, which may be
useful for future research and capacity building programmes
tailored for the diverse local and regional communities.

Lessons learnt and opportunities for the GILES
initiative
Lessons learnt during during implementation:

e Due to the complex nature of the topics under study, the
GILES project offered a learning opportunity to the
research team members who were novices in the topics
of biobanking and genomics.

e For a wide geographical spread, the process of getting
support letters and approvals from the relevant govern-
ment departments, local authorities and other universi-
ties was mired in bureaucracy, slowing down project
momentum and timelines. Although there was enthusiasm
about the need to conduct such research, educative
discussions with the heads of authorities and institutions,
were key for obtaining approvals.

e Since this was the first time such a study was being
implemented, it was necessary to have back and forth
meetings during the protocol development process,
particularly for refining the methodology, tools and
translations into the two main local languages to ensure
consistency of terms and concepts.

e Use of well established community advisory boards was
also key for engaging critical stakeholders.

¢ Religious and traditional views have a huge influence on
communities’ perceptions on participation in biobanking
and genomics research

¢ Development of terminology for biobanking, genomics
and ethics, may have benefited from wider consultation
among various stakeholders prior to conducting the study.

e A generous amount of time was necessary for field-work
especially in mobilization of participants, to ensure wide
population coverage.

Opportunities
e Development of ELSI research focused on biobanking and
genomics is needed to further understand specific needs
among the various professional and community groups.

¢ To develop educational material to improve awareness
and participation in genomic research particularly and
health research in general.
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e To apply community engagement strategies to develop
appropriate  terminology and improved understand-
ing of biobanking and genomics for use in research and
health dialogue. This has potential to build relationships,
increase trust, improve consent processes and empower
local communities®.

e To develop targeted community engagement interventions
based on established beliefs, perceptions and practices.

¢ To develop updated guidelines and policies to guide research
scientists and ethics committees.

¢ To strengthen capacity among research ethics committee
members and regulatory authorities.

Conclusions and next steps

The GILES initiative established a platform for the study of
ELSI related to bio- and data resources for human genom-
ics activities, which involve biospecimen collection, storage,
analysis, data sharing and use (biobanking, databases and bio-
informatics) in Zimbabwe. This was achieved through a multi-
disciplinary approach involving research scientists, health and
academic professionals and community members. The GILES
initiative is innovative in being the first to address ELSI regard-
ing the human genomics resources for health research and
application in Zimbabwe. This was enriched by using a compre-
hensive methodology encompassing desk reviews and interviews
and by involving a diverse research team of biomedical scientists,
clinicians, public health and ethics experts and social scientists.
Further comprehensive descriptions of findings will be reported
separately.

Zimbabwe is a country that is experiencing growth in genomic
research and biobanking and yet ELSI of human bioresources
and genomics are inadequately applied and poorly understood.
Growing interest in the application of genomics in medicine
and diagnostics implies that there is a need for a paradigm shift
in the education and training of researchers, health professionals
and the public on ELSI of biobanking and human genomics.
The GILES initiative will culminate in strengthening capac-
ity through education, training and community engagement.
We envisage the use of local beliefs, perceptions and folklore in
developing tools, which can provide more efficient means for
research participant recruitment, awareness and consent processes
for biobanking and genomics research. Capacity building will
empower students, faculty and health professionals, researchers,
regulatory authorities, public health scientists and the wider public.
In the future, workshops will be conducted to develop recom-
mendations, which will be availed to institutional review boards,
research ethics committees, regulatory bodies and government in
order to tailor the ELSI framework which protects and empowers
research participants, researchers and health professionals
while advancing biobanking and human genomics in Zimbabwe
and the African region.

Anecdoctally, there is limited understanding of ELSI implications
for genomic research and healthcare in Zimbabwe, a situation
which may apply across the continent. The experiences in
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implementation of the GILES initiative and preliminary
observations suggest a need for more thorough localised ELSI
research projects in Africa to accommodate the diversity of cul-
tural norms and levels of capacity in use of biobanking and human
genomics technologies. This reiterates calls for the development
of more tailored national and regional guidelines, which sup-
port the inevitable and growing nature of collaborative biobank-
ing and genomics research”®. The GILES initiative presents an
example, which may be used to conduct such explorative work
in other African countries. It is also among a select few stud-
ies in Zimbabwe and Africa, which have employed an inclusive
approach for exploring the needs for future development of
an evidence-based ELSI framework. This will provide oppor-
tunities for education, community engagement and capacity
building for tailored ethical frameworks appropriate for African
communities.

Disclaimer

The views expressed in this article are those of the author(s).
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This manuscript presents interesting and novel primary data about views and opinions of research
participants interviewed in a qualitative study nested within the Genomics Inheritance Law, Ethics and
Society (GILES) initiative in Zimbabwe. The study appears to have been well designed and executed, but
additional details about the structure of the manuscript, which should include the following order:
background/introduction, objectives, methods, results/findings, discussion of the findings,
recommendations and conclusions are needed. Additionally, this manuscript should have been classified
as a research article and not as an open letter since it reports on findings of the qualitative study.

This manuscript has much to teach the bio-baking and genomics research community, but would benefit
from revisions as follows:

1. The objectives of the empirical study should be articulated in the manuscript.

2. The methods section should explain how the qualitative data from the in-depth interviews (IDIs)
and Focus Group Discussions (FGDs) was processed and analyzed.

3. The results section could benefit from a substantial organizational overhaul with an eye towards
enhancing the clarity of the central message of the manuscript including direct quotations from
research participants. Finally, enhancing the emphasis on key study findings that are novel,
exciting, and have direct implications for addressing ethical, legal and societal issues (ELSI) for
bio-banking and genomics in Africa is important.

Is the rationale for the Open Letter provided in sufficient detail?
Partly
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Does the article adequately reference differing views and opinions?
Yes

Are all factual statements correct, and are statements and arguments made adequately
supported by citations?
Partly

Is the Open Letter written in accessible language?
Yes

Where applicable, are recommendations and next steps explained clearly for others to follow?
Partly

Competing Interests: No competing interests were disclosed.

Reviewer Expertise: My scholarly interests are in Health Research Ethics, Bioethics, Public Health
Ethics and Medical Anthropology.

| confirm that | have read this submission and believe that | have an appropriate level of
expertise to confirm that it is of an acceptable scientific standard, however | have significant
reservations, as outlined above.

Alice Matimba, University of Zimbabwe, Harare, Zimbabwe

Thank you for reviewing our article. We have addressed the comments as indicated in bold below.
This includes clarification of the objectives of the article as an Open letter providing an overview of
the GILES initiative. More detailed manuscripts for the various results of the project are currently
underway.

Reviewer 2

This manuscript presents interesting and novel primary data about views and opinions of research
participants interviewed in a qualitative study nested within the Genomics Inheritance Law, Ethics
and Society (GILES) initiative in Zimbabwe. The study appears to have been well designed and
executed, but additional details about the structure of the manuscript, which should include the
following order: background/introduction, objectives, methods, results/findings, discussion of the
findings, recommendations and conclusions are needed. Additionally, this manuscript should have
been classified as a research article and not as an open letter since it reports on findings of the
qualitative study. — The objectives of the article have been clarified to fit with expectations
for the classification.

This manuscript has much to teach the bio-baking and genomics research community, but would
benefit from revisions as follows:

1. The objectives of the empirical study should be articulated in the manuscript. — This has
been revised to emphasise the main aim of the paper as well as the main aims of the
GILES Initiative.

2. The methods section should explain how the qualitative data from the in-depth interviews
(IDIs) and Focus Group Discussions (FGDs) was processed and analyzed. — As indicated in the
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main aim of the paper which was to describe the strategy and experiences of the GILES
initiative. Detailed reports and results will be published in separate research manuscripts
which will also provide more details on methods including management of qualitative
data.

3. The results section could benefit from a substantial organizational overhaul with an eye
towards enhancing the clarity of the central message of the manuscript including direct quotations
from research participants. Finally, enhancing the emphasis on key study findings that are novel,
exciting, and have direct implications for addressing ethical, legal and societal issues (ELSI) for
bio-banking and genomics in Africa is important. — In line with the above the paper has been
revised to emphasise its main aim in providing an overview of the strategy of the project,
and experiences of the researchers. Detailed reports and results will be published in
separate research manuscripts which will also provide more details on the study methods
adopted for the different components of the GILES study.

Competing Interests: No competing interests were disclosed.

Reviewer Report 14 January 2019
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© 2019 Mwaka E. This is an open access peer review report distributed under the terms of the Creative Commons
Attribution Licence, which permits unrestricted use, distribution, and reproduction in any medium, provided the original
work is properly cited.

?  Erisa Sabakaki Mwaka
Department of Human Anatomy, College of Health Sciences, Makerere University, Kampala, Uganda

Overall, the presentation of this paper is a bit confusing.

1. In the abstract it is stated that the paper “describes the strategy undertaken for the development
and implementation of the GILES project and discusses the importance of such an initiative for
characterisation of ELSI of human biobanking and genomics in Zimbabwe and Africa”. However
the way it is written is more inclined towards reporting the experiences of the GILES project.

2. “The GILES project employed a multi-methods approach, which included document reviews and
an explorative qualitative study with targeted informant interviews and focus group discussions to
understand the ELSIs and governance of biobanking and human genomics for health research and
clinical applications in Zimbabwe”. But it seems the paper is presenting more of the experiences of
the GILES project than an explorative qualitative study. The voice of the respondents is
conspicuously missing. | think the main problem is with the rationale of this paper. | suggest that
the introduction be revised and the precise objective of this paper be clearly articulated. Otherwise
it is confusing in its current form.

3. “ELSI regulations”; “There exist gaps in the current guidelines and policies for addressing ELSI of
biobanking and genomics in Zimbabwe”. Later on in the same paragraph the authors state
“Content analysis will determine the presence and absence of information or guidelines regarding
the collection, storage, exportation and analysis of biological specimens and data, biospecimen
and data sharing, data security and consent.” It sounds like the content analysis is not yet done.
Then, what is this paper reporting? Desk review?
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4. Desk review of “legal and policy documents, and regulatory instruments” is vague. It is indicated
that protocols were also reviewed. Which protocols? Protocols of which research? For which time
period; since MRCZ was established? Etc. It is thus not clear which exact documents from MRCZ
were reviewed. The documents should be explicitly stated and references cited where applicable.

5. The first paragraph of the “Knowledge, attitudes and practice of ELSI of biobanking and genomics”
section is presented in present tense; is it a preamble? If so, was it from literature? Provide
reference citation. Are these study findings?

6. “Application of ELSI in research projects” section indicates that FGDs and in-depth interviews were
conducted however, how this was done is not clearly articulated. The last paragraph of this section
talks about community engagement and there seems to be a disconnect with the preceding
sections. Please include a bridging statement.

7. Atthis point it difficult to tell whether this paper is presenting the experiences of the GILES project
or perceptions and views of individual participants? It is a bit confusing to the reader.

8. Let this paper be revised to present the results of the desk review and experiences of the GILES
project.

9. “The limited understanding of ELSI applications for genomic research and healthcare in Zimbabwe
is a situation, which also applies across the continent”. It is not clear whether this statement is
derived from the results or it’s from literature?

Is the rationale for the Open Letter provided in sufficient detail?
Partly

Does the article adequately reference differing views and opinions?
Partly

Are all factual statements correct, and are statements and arguments made adequately
supported by citations?
Partly

Is the Open Letter written in accessible language?
Yes

Where applicable, are recommendations and next steps explained clearly for others to follow?
Yes

Competing Interests: No competing interests were disclosed.

Reviewer Expertise: ELSI of biobanking, clinical ethics, bone health, human anatomy and spine
disorders

I confirm that | have read this submission and believe that | have an appropriate level of
expertise to confirm that it is of an acceptable scientific standard, however | have significant
reservations, as outlined above.

Author Response 19 May 2019
Alice Matimba, University of Zimbabwe, Harare, Zimbabwe
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Thank you for reviewing our article. We have addressed the comments as indicated in bold below.
This includes clarification of the objectives of the article as an Open letter providing an overview of
the GILES initiative. More detailed manuscripts for the various results of the project are currently
underway.

Reviewer 1

Overall, the presentation of this paper is a bit confusing.

1. Inthe abstract it is stated that the paper “describes the strategy undertaken for the
development and implementation of the GILES project and discusses the importance of such an
initiative for characterisation of ELSI of human biobanking and genomics in Zimbabwe and Africa”.
However the way it is written is more inclined towards reporting the experiences of the GILES
project. — This has been well noted and the abstract has been refined and inclined towards
reporting of the strategy undertaken and experiences of the project.

2. “The GILES project employed a multi-methods approach, which included document reviews
and an explorative qualitative study with targeted informant interviews and focus group discussions
to understand the ELSIs and governance of biobanking and human genomics for health research
and clinical applications in Zimbabwe”. But it seems the paper is presenting more of the
experiences of the GILES project than an explorative qualitative study. The voice of the
respondents is conspicuously missing. | think the main problem is with the rationale of this paper. |
suggest that the introduction be revised and the precise objective of this paper be clearly
articulated. Otherwise it is confusing in its current form. — The objective of the paper has been
revised both in abstract and in the Introduction. We have also indicated that the key aim
was to describe the strategy and that detailed methodology of the various activities and
their results will be reported in separate research manuscripts.

3.  “ELSI regulations”; “There exist gaps in the current guidelines and policies for addressing
ELSI of biobanking and genomics in Zimbabwe”. Later on in the same paragraph the authors

state “Content analysis will determine the presence and absence of information or guidelines
regarding the collection, storage, exportation and analysis of biological specimens and data,
biospecimen and data sharing, data security and consent.” It sounds like the content analysis is not
yet done. Then, what is this paper reporting? Desk review? — This paragraph has been updated.
As indicated above this manuscript summarises the methods and more details will be
obtained in the full manuscripts which are underway.

4. Desk review of “legal and policy documents, and regulatory instruments” is vague. It is
indicated that protocols were also reviewed. Which protocols? Protocols of which research? For
which time period; since MRCZ was established? Etc. It is thus not clear which exact documents
from MRCZ were reviewed. The documents should be explicitly stated and references cited where
applicable. — As indicated above this manuscript summarises the methods and more
details will be obtained in the full manuscripts which are underway. We have however
provided clarification regarding the protocols reviewed.

5.  Thefirst paragraph of the “Knowledge, attitudes and practice of ELSI of biobanking and
genomics” section is presented in present tense; is it a preamble? If so, was it from literature?
Provide reference citation. Are these study findings? — This has been revised and references
provided.

6. “Application of ELSI in research projects” section indicates that FGDs and in-depth interviews
were conducted however, how this was done is not clearly articulated. The last paragraph of this
section talks about community engagement and there seems to be a disconnect with the preceding
sections. Please include a bridging statement. — This section has been revised to reflect the
objective of the paper which aimed at providing an overview of the project, summarise
activities undertaken and their rationale.
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7. Atthis point it difficult to tell whether this paper is presenting the experiences of the GILES
project or perceptions and views of individual participants? It is a bit confusing to the reader. — The
former is correct. The revisions have highlighted the main aim of the paper describing
strategy taken for the project, focusing on rationale and experiences of the research team.
8. Let this paper be revised to present the results of the desk review and experiences of the
GILES project. — Please refer to points above reading the main aim of the paper at this
stage. As an open letter, the paper does not take the format of a research article. - Paper
has been revised accordingly in line with above comments.

9. “The limited understanding of ELSI applications for genomic research and healthcare in
Zimbabwe is a situation, which also applies across the continent”. It is not clear whether this
statement is derived from the results or it's from literature? — This sentence has been revised.
The point is that more ELSI research is required and also more understanding and
awareness about ethical issues in these advanced technologies is needed. This applies
across all regions of the African continent where these technologies are only starting to
be applied, and each country would need to tailor interventions appropriate to their
settings.
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