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ABSTRACT

With the growth of global pharmacy partnerships and collaborative research, particularly between high-income countries and low- or middle-income countries, it is
necessary to establish best practices for fair and ethical collaboration and research. There is a gap in the pharmacy literature in this regard. Through this commentary,
authors will present a pathway for future global health researchers including generating ideas based on mutual needs of the partnership and the community;
exploring the importance of regulations including the need to conduct research and partnership projects within the confines of each participant’s professional scope
of practice, expertise, and licensure; describing the need to develop agreements and the components that should be included in such an agreement; discussing ethical
guidelines for research planning, obtaining ethical approval, and planning for adverse events; and illustrating ethical considerations for research implementation
with considerations around consent, data collection, linking patients to care after the completion of the study, and dissemination. Global examples, with a pharmacy-
specific approach where applicable, within each section highlight the importance of discussion and action around ethics and equity when pursuing collaborative
research, recognizing that many of these situations involve difficult decisions.

Introduction and the continuing power imbalances.

Pharmacists are poised to positively impact global health inequities

Health inequities exist within and between countries. These dispar-
ities are perpetuated by social determinants of health rooted in socio-
economic, political, ethnic, and cultural stratifications.’ Inequities
extend into global health research as is evidenced by high-income
countries (HICs) having a force of health researchers that is 73 times
that of low-income countries (LICs); disparities in research funding —
both in terms of who receives the funding and the mismatch between
disease burden and available funding; as well as access to published
results.” ® When global health research is done ethically — and as part of
a mutually beneficial, collaborative, trusting relationship — it can begin
to bridge these divides if partners are mindful of the historical context
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as illustrated by the International Pharmaceutical Federation (FIP)’s
oath of the pharmacist; pharmacists apply their knowledge and abilities
to support the health and well-being of all served and are duty bound to
address disparities.® However, limited literature exists to guide collab-
orative global health research in the context of pharmacy partnerships.
This paper provides a pathway for researchers to follow — from idea
generation to implementation — as they undertake equitable, collabo-
rative research; authors will provide recommendations and real-world
examples. (see Fig. 1). This paper builds on the premise that the
researcher is working as part of a mutually beneficial, mutually
respectful partnership that allows each member to bring something to
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the table (e.g., technical knowledge, cultural context, facilities). This
relationship serves as the foundation for building ethical research
agendas and implementation plans. If that partnership is still in devel-
opment, refer to the principles outlined in An Ethics-based Approach to
Global Health Research Part 1: Building Partnerships in Global Health.

Idea generation

Collaborative research aims to explore potential solutions to prob-
lems that a single institution may not be able to solve alone. Research
priorities have the ability to impact future public health interventions
and promote effective delivery of affordable health care.” Historically,
research agendas have been driven by researchers and funding agencies
from HICs with little input from low- and middle-income countries
(LMICs), and while there have been concerted efforts to turn this tide,
the movement appears to be slow.® However, decisions on global health
research priorities should include considering research results’ impact
on improving population health, with priority given to the most disad-
vantaged.” Considering that only 5% of resources dedicated to health
research are applied to LMICs,” it is imperative that collaborative
research focuses on topics that may positively impact underserved
populations in LMICs.

When selecting a topic for collaborative research, it is important to
consider two key factors: first, the expertise available among the part-
nering institutions and second, the combined human and financial re-
sources that the partnering institutions are willing to put forth for the
project. Research topics should incorporate the expertise of faculty and
other stakeholders from all participating institutions and should be an
area that is of mutual interest, meeting the needs of all partners. In
setting research priorities and agendas in a given location, consideration
should be given to the funding source as well as the local and national
needs and concerns. In many cases, the determination of the collabo-
rative research project may require multiple discussions and a few
months to make a final joint decision. Once mutual research interests are
identified, a decision on the contribution of resources and other poten-
tial funding sources needs to be made so that planning can begin.
Consider reading more on funding in A Ethics-based approach to Global
Health Research Part 3: Emphasis on Partnership Funding.

Regulation

When considering collaborative global health research, global,
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Fig. 1. Pathway for Sustainable, Mutually Beneficial Global Health Research
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national, and local regulations related to conducting the study must be
addressed. In 1948, the Constitution of the World Health Organization
(WHO) defined health as a basic human right. It gave member states the
responsibility to ensure the promotion and the protection of the health
of their populations.'? The Universal Declaration of Human Rights by
the United Nations (UN) reiterated health as a human right along with
the protection of civil and economic rights for all people irrespective of
their socioeconomic status or geographic locations.'! Subsequently, the
WHO and the UN worked in tandem to build consensus among its
members to secure covenants and enact global health regulatory mea-
sures.'>!® The World Health Assembly and the Committee on Economic,
Social and Cultural Rights created measures that can be translated into
national public health policies.'* National public health regulations are
then used to formulate and ideally actively implement public health
policies to address current and emerging health issues and promote
population health worldwide.'>'® Global frameworks, such as the
Sustainable Development Goals, and the correlating national frame-
works can be used to chart a path for researchers on health priorities and
potential areas for further research.'’

Despite concerted efforts by global agencies to promote health as a
fundamental human right and to ratify regulations to reduce disparities,
the attainment of an adequate level of health still remains challenging.
Communities worldwide still struggle with safe and potable water,
sanitation, food, housing, health-related information and education, and
gender equality. This is partially due to significant inequalities in
geopolitical and economic powers, social histories, and technical ca-
pacities between HICs and LMICs. Also, despite good intentions to
improve global health, universal enforcement of global public health
laws faces significant barriers in part because global health regulations
are not an organized legal system or a universally sanctioned defined
body of law. They are simply legal norms, processes, and institutions
that are designed primarily to promote attainment of the highest
possible standard of physical and mental health for the world’s popu-
lation.?® While keeping this global perspective in mind, it is important
that researchers also consider the national and local laws, regulations,
and policies in place in the areas where the research will be conducted.
Conducting collaborative research with local partners and regularly
communicating with local stakeholders will assist researchers in navi-
gating these frameworks and complying with local laws. Those laws and
policies may include licensure or registration, medication procurement
laws and regulations if working in government facilities, dispensing and
controlled substance laws, and Good Manufacturing Policies, as well as
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|Caption: A solid partnership is the core of high-quality global health research. Together, researcher partners move through the process of generating ideas, planning
the study and implementing the research. This process is not linear but rather interlinking and ideally continuous.
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working within national formularies and treatment guidelines. Although
outside the scope of this paper, an additional consideration for re-
searchers is to review visa regulations in all countries where they may
travel.

Research capacity and scope of practice

As collaborative research topics are determined, specific attention
should be paid to the research skills, capacity, and scope of pharmacy
practice of all individuals involved. If there is a clinical component to the
research, then individuals from different countries may expect the scope
of pharmacy practice to be similar in their partner country, but this is
often not the case. Countries in which pharmacists have advanced
clinical roles may allow pharmacists to prescribe some medications and
provide routine vaccinations without the need for authorization from a
licensed physician,”"*** while pharmacists in other countries may be
more focused on product and supply chain management.”* Perceptions
or misunderstanding of clinical abilities of pharmacists from these
backgrounds, as well limited human resources in LMICs, may place
pharmacists in a position to practice beyond their scope in LMICs when
asked or if an emergency need arises.

An understanding of the scope of pharmacists’ practice at each
partner institution can avoid the development of collaborative research
that extends beyond the scope of practice of those involved. In a clinical
setting, practicing outside of one’s scope can have negative conse-
quences for patients, providers, and the health system overall. As Hunt
et al. describes, this is especially challenging at the boundaries of one’s
scope where limits in resources and options may force practitioners to
make life or death moral decisions in high-stakes cases. In lower-stakes
cases, practitioners may find that activities on the fringe of their scope
become integrated into thier work without discussion.? Without being
familiar with the context in which they are practicing, practitioners may
misdiagnose or inappropriately treat patients’> or expose them to
products that can be harmful if not used properly.”° If medications or
devices not available in the LMIC are introduced, it may make followup
difficult or even potentially unmanageable.”” This implication puts
pressure on the LMIC healthcare system, which may also be eroded if
patients feel the HIC providers are more competent, leading to distrust
or non-reliance on the local health systems.?” The pressure to practice
outside of one’s scope can also lead to emotional and moral distress for
practitioners, making it important to both prepare and debrief pro-
viders. Partnerships can help to navigate these challenges.”® Addition-
ally, regardless of the type of research, safeguards must be put in place to
ensure appropriate supervision so that when researchers are requested
to practice outside their scope,?’ they know how to triage questions or
requests to more appropriate personnel. Supervision and guidance from
health care researchers local to the research institution can often be
helpful and prevent foreign researchers from feeling like they must
extend beyond their scope of practice in emergency or limited-resource
situations.

Researchers and any trainees should ensure they operate within the
parameters of their education and training because operating outside
their scope can lead to suboptimal care of patients or even negative
clinical outcomes.?® A survey assessing health professionals and trainees
from HICs who worked or volunteered in LMICs showed that 49% of
respondents were asked to perform outside their scope of practice while
overseas, and of those, the majority agreed to do s0.”” Common reasons
reported for practicing outside the individuals’ scope of practice
included a mismatch of expectations, suboptimal supervision, inade-
quate preparation to decline the request, and a perceived absence of
alternative options.”” Approaching research from an interprofessional
standpoint may also be helpful in alleviating discrepancies in the scope
of practice. Incorporating other health care professions such as physi-
cians, nurses, social workers, and community health workers into the
research team will bring additional expertise to the project and allow
pharmacists to focus on their research roles within the interprofessional
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team. Additionally, health care professionals practicing and conducting
research in a foreign country should consider obtaining overseas lia-
bility insurance or working with the local partner institution to deter-
mine if their liability insurance can cover foreign partners. If it can, it is
important that a partnership agreement includes a clause extending the
liability insurance.”’

Efforts have been made over the past two decades to strengthen the
research capacity of LMICs through a variety of modalities, recognizing
the value and impact this strengthening can have on advancing health
and development of health care.® It could be argued that collaborations
or partnerships between HICs and LMICs are inherently unequal. To
reduce this possibility, every effort should be made to reach an equal
sharing of the benefits of research.’' Partnerships between HICs and
LMICs should consider the impact of the partnership on capacity
development and how research activities can not only include the
expertise of those involved but also build upon already existent skills.
Thought should be given to any needs in providing and using laboratory
or technical equipment and the ability for researchers in LMICs to both
accommodate such equipment and have the skills to utilize it.*>

Quality improvement versus research

Decisions on what projects to pursue should ensure each partner
understands the differences between pursuing quality improvement (QI)
initiatives and research initiatives, and how each impacts outcomes. QI
often focuses on pre-established programs and makes an effort to
monitor and evaluate a process that could be advanced or improved.
These projects may undergo cycles of testing to make incremental
changes to develop a sound, sustainable program. Additionally,
although QI projects may not always benefit the end users, they are more
often than not of very low-risk potential. Ultimately, the goal of a QI
project is to benefit or improve a process, program, or system, and not
necessarily to generate new knowledge. Research is distinct from QI as it
aims to test a hypothesis, answer a question, or establish a new clinical
practice standard. Research is designed to contribute to generalizable
knowledge and may place research participants at risk. Research often
follows a systematic data collection that undergoes statistical analysis to
provide new answers and knowledge.>> Understanding the difference
between QI and research will aid in the planning and execution of the
interventions. However, regardless of which is pursued, it is important
to ensure that the host community benefits from the outcomes.

Irrespective of whether a project is a QI initiative or a research study,
all collaborators should consider institutional review board (IRB)/ethics
board approval to protect human subjects prior to starting the project
(and should undertake this process in each country, as described later).
Research generally requires pre-approval of the project before
commencing. Within QI projects, it may be determined that pre-
approval is not necessary to begin the project and would only be pur-
sued if there is interest in publishing the project findings. Pharmacists
are well-positioned in many health systems to become involved in QI
projects that could lead to published results. If a team is starting a new
QI project and is considering publication, it should reach out to the
ethics board prior to starting to determine if ethics approval is needed; if
a review is not needed, the ethics boards will often provide a letter of
exemption that can be submitted to journals. HIC and LMIC partnerships
seeking to advance pharmacy practice could focus on QI projects in
health information technology (i.e., establishing electronic health re-
cords, advancing medication administration techniques, etc.) or
improved processes to prevent medication errors.>* These projects
would include pharmacists from all partnering institutions to provide
both the technical expertise as well as knowledge of the local health care
system.

Agreements

Execution of a Memorandum of Understanding (MOU) or a
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Memorandum of Agreement (MOA) is an important step to complete
before embarking on a collaborative project. We define an MOU/MOA
as an agreement between the two parties. In some instances, an MOU or
MOA is insufficient and would require additional contracts/docu-
ments>’; however, this can be variable depending on each institution’s
requirements. MOUs/MOAs establish working guidelines that all part-
ners agree to abide by and often aid in ensuring that all partners un-
derstand the goals and aims of the partnership. MOUs/MOAs often
delineate, but are not limited to, the scope of the cooperation, general
areas of cooperation, intellectual/technical property rights including
data ownership, renewal/termination/amendments, and signatories.
Additional sections or even addendum documents can be added
depending on what each partnering institution desires and may include
agreements on the division of costs and benefits.

In some cases, institutions may already have draft templates of
MOUs/MOAs developed that can be utilized to expedite the drafting
process. In general, one of the partners will offer to develop or provide a
draft MOU/MOA for the other party or parties to review. If edits are
desired by the reviewing party, they are made and sent back for the
initiating party to accept or continue editing. The time it takes to com-
plete the review and editing process can be variable depending on how
many iterations of editing the document are required and can vary from
a few weeks to a few months. In addition, it is recommended that each
institution’s legal department be involved in reviewing the MOU/MOA
to ensure that the terms delineated are in the institution’s best in-
terests.”° In doing so, collaborators should be aware of each partner’s
legal contract capacity and understand that not all institutions have
formal processes or personnel in place to evaluate legal contracts. Spe-
cial consideration should be made to ensure the agreement is fair for all
parties and that any lack of legal capacity does not adversely impact the
LMIC partner. TRUST and the Council on Health Research for Devel-
opment offer resources and a toolkit through Fair Research Contracting,
which could be a starting point.>” Once both parties are comfortable
with the content of the MOU/MOA, each party’s signatory signs and the
MOU or MOA is executed.

If not done as part of the MOU/MOA, the next steps is to set expec-
tations for contribution to the project prior to and during the research
and authorship for any resulting publications. This is an opportunity for
each collaborator to indicate their interest in the project and what roles
they would like to contribute to. This step is vital to ensure that all
involved in the partnership understand their roles to avoid any confu-
sion that could result in a future conflict. The identified project lead(s)
should ensure that each collaborator’s role(s) are clear and understood
and indicate where their name would likely be placed in authorship
order when/if publications are created and submitted. Discussions
should include clear expectations on what authorship entails to elimi-
nate confusion around the expected contribution of each person
involved. At the same time, leads should also discuss the process(es) and
implications on authorship for researchers who do not contribute as
expected and the process for dissolution of the project or partnership.
Ensuring open communication early and throughout this process helps
to avoid conflict within the partnership after the project is implemented,
protecting the established relationship.

Research planning

Once a clear research idea has been generated, the team should begin
designing the research study in a way that ensures the development is
collaborative and all voices are heard. This step may overlap with the
crafting of the agreements outlined above, especially in relation to roles
and expectations. Similar to collaboration in idea generation, when
undertaking research in global settings, there is a tendency for HIC
partners and funders to dictate the research agenda to local researchers
and practitioners.*® These actions may lead to LMIC researchers acting
in a supportive role rather than an integral part of the research design
team. For example, Bishoff found the majority of research papers
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produced in Central Africa were produced with a foreign partner and
with inequities. While the HIC partner designed the studies, the African
partners were often left to provide samples and conduct fieldwork.>’
This imbalance of power may adversely affect the local research part-
ners’ development, the research participants and the results, especially
if local and cultural contexts are not taken into consideration. Re-
searchers should also consider working with an advisory committee of
stakeholders. Adding a member of the local community to the team
during the early stages of research design is seldom done in global health
but may prove beneficial for the health and wellbeing of participants
and their local community especially when working with vulnerable
populations who often receive little direct benefit from the research in
which they participate.*®

Ethics board approval

Global health researchers must be cognizant while designing their
study to ensure that research participants will be protected during all
phases of the study and through the dissemination of results. The global
requirement for ethical approval of research studies — no matter where
they are conducted - is to ensure that research subjects have privacy and
decision-making autonomy while being protected from the following
three cases: (1) unnecessary exposure to harmful procedures and/or
health technologies including pharmaceuticals for which there might
not be any immediate local need, (2) undue coercion with excessive
incentives taking advantage of participants’ low socioeconomic status
and inequities in access to care outside of a research setting, and (3)
threats of withholding treatment or care because of participant refusal. !

In taking steps to ensure that human research subjects are protected
from unintended harm, ethics board approval must be obtained not only
through the HIC but also in the LMIC. Each researcher should identify
the most appropriate ethics review board for their institution, whether
an academic, hospital, or private institution committee or one at a
regional or national level.">"® Researchers must follow the rules and
regulations set out by the ethics boards to ensure they are addressing
both international and local ethical standards.

Ethics boards are faced with various challenges for both the HIC and
the LMIC. HIC IRBs often struggle with the context in the international
location, difficulty understanding the local health systems and the risks
and benefits from the local perspective, as well as the long-standing
corruption present in some settings.44 For example, HIC IRBs may not
fully understand the impact of inequities in access to healthcare and how
that impacts the vulnerability of research participants who may join a
study simply because they have few other options to access care.*> Some
LMIC institutions do not have an ethics review board, and those that do
may be slow to progress due to infrequent meetings, workload, training,
and/or technology. Unfortunately, those who do not have an ethics
board available may not be a candidate for collaborative research unless
one can be established. However, research that is conducted as part of
mutually beneficial partnerships may provide an opportunity for the
support, training, and development of a local IRB as part of the part-
nership. Ultimately, the ethics board in the implementation country
should serve as the lead; however, if the research collaborators are able
to connect their ethics boards, the committees may also benefit from
collaboration potentially leading to a streamlined process and capacity
building on the part of both boards.*®

Planning for adverse events

With pharmacy-related research, occasionally, patients may experi-
ence adverse events or other negative consequences as a result of the
study intervention. Some events may be serious and require chronic
management extending beyond the end of the study. The identification
of such events may also extend beyond the study. Regardless of when
identified, researchers are ethically responsible for assuring that the
participant receives the necessary medical treatment to manage these
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types of events.*’>*8

Researchers should plan for potential adverse events and should
carefully consider the financial implications and responsible parties.*’
Ambiguity may arise and may be impacted by power dynamics, espe-
cially if researchers from HICs fail to question their own authority.
Therefore, it is important that discussions occur and plans are in place
prior to implementing the research study.”® The plan for adverse events,
including deaths, should also include reporting in a timely manner to all
study investigators, the institution where the study is conducted, and the
relevant ethics boards.”%°!

Planning for post-trial access

The ultimate goal of research in any setting should be to benefit the
population being studied; however, this is not always the case in
LMICs.*”>%5% For example, several studies conducted in Vietnam,
Thailand, and South Africa have evaluated the use of flucytosine in
combination with amphotericin B for cryptococcal meningitis.”* How-
ever, apart from the study, flucytosine has limited to no availability in
many parts of Asia or Africa.”® Working to increase the availability of the
drug so that the general population benefits from the results of these
studies is an important, ethical step in the research process.

It is vital that researchers plan for post-trial access and benefits for
participants of studies where patient care or medications have been
provided. Moreover, it is critical for researchers to consider the avail-
ability of sustainable and affordable long-term treatment options for the
study participants.47 A controversial addition to the 2004 revision of the
Declaration of Helsinki included the responsibility of sponsors, re-
searchers, and host country governments to plan for “post-trial access by
study participants to prophylactic, diagnostic and therapeutic proced-
ures identified as beneficial in the study or access to other appropriate
care."45:56,57

However, this issue becomes more complex as researchers consider
studies that involve phase I or phase II trials that may not lead to the
development of a viable medication.*® It is vital that these participants
and their communities still benefit from the research. Some of the
benefits may be product-based, such as the provision of vaccinations or
diagnostic tests, while other potential benefits might be collateral,
including employment, training of healthcare or research personnel, and
public health or clinical services.”® The WHO also provides some guid-
ance on these ethical issues and includes presenting research findings to
local health officials and advocating for improvements.*’

Implementation

Once researchers have received ethics approval, the implementation
phase begins. There is a critical need for sound ethics during the
implementation of global health research as studies often include
vulnerable populations, and participants may have language barriers,
cultural differences, and low health literacy. While conducting research,
using appropriate study design and data collection methodologies is
vital for obtaining quality data, and data analysis must be done appro-
priately prior to dissemination; however, specific principles of research
design and analysis are outside of the scope of this paper. There are
numerous resources available on these topics. The World Health Orga-
nization, for example, provides data collection tools as well as tools for
data analysis.”® As the study is carried out, it is important that re-
searchers refer back to and implement their plans for addressing adverse
events and post-trial access.

The impact of corruption

Corruption is endemic in many LMICs and can be a barrier to
research approval and implementation.“’w Corruption can take many
forms, including fraud, theft, bribery, and improper use of funds.®° From
a workload perspective, absenteeism is a common form of corruption. In
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settings where incomes are low, it is common for employees — including
healthcare professionals — to hold multiple positions with overlapping
hours, missing work by splitting their time, while collecting full
compensation at all positions.°® This can lead to tension if researchers
employ a worker who is used to this system but is expected to function
otherwise. Corruption also occurs when study participants have been
asked to pay unauthorized fees to be enrolled in the study or receive
treatment.%%%!

From a researcher’s perspective, teams may face the theft of study
materials, such as drugs or laboratory supplies, as well as embezzlement
of study funding.’® Pharmacists or those who order medications on
behalf of the study may be influenced by kickbacks from manufacturers,
which could lead to purchasing medications of lower quality or inflated
prices.** Careful accounting and regular auditing is necessary to reduce
corruption from occurring and impacting research. Finally, counterfeit
and substandard medications flood the markets in many LMICs, which
may lead to unexpected research outcomes if researchers distribute
these medications.®> While research teams may be vigilant in procure-
ment of quality study medications, if patients use other medications
outside of the study protocol itself, counterfeit and substandard medi-
cations may ultimately have an impact on research results depending on
the nature of the research study.

Autonomy, enrollment, and informed consent

After receiving ethics approval from all necessary review boards,
enrollment of study participants and data collection can begin. There are
anumber of ethical principles to consider during the enrollment phase of
a study. One major ethical principle mentioned in the Belmont Report is
the principle of autonomy, which requires both the protection of the
rights and privacy of study participants through the informed consent
process and the need to educate participants on their right to withdraw
consent at any time.* Autonomy involves study participants receiving
information and then making decisions based on the participant’s un-
derstanding of the information given. One way this autonomy can be
violated is in the instance where researchers may not appropriately
disclose themselves as researchers. There are numerous examples where
this has occurred. In 1974, a famous study was published by Laud
Humphreys where Humphreys did not disclose himself as a researcher
while observing homosexual encounters in public bathrooms.®® Another
violation of participant autonomy is a therapeutic misconception, or the
instance where researchers have not appropriately disclosed their work
as research. This may lead participants to believe they are receiving
standard medical care.°* While the goal for standard medical care in-
volves the provision of the best possible care for a specific patient, the
goal of research is to gain new information that may inform future
disease management for similar patients. Individuals holding thera-
peutic misconception beliefs about the study may consent to participate
without having a true understanding. Various studies have shown that
more than half of study participants held misconceptions about study
randomization, thinking they are being treated based on their medical
needs and not realizing that some study participants may receive a
placebo.®® Although there is a limited representation of LMIC settings in
literature, it is reasonable to expect the same or greater risk for thera-
peutic misconception in LMIC study participants.®® Therefore, being
clear about the design and goals of the study as well as assessing
participant understanding can help combat this issue.®*

Researchers must also be aware that study participant autonomy can
be affected by cultural differences between researchers and study sub-
jects. Important cultural differences may include beliefs about health
care and illness in general, beliefs about gender, and the role of the
community in health care. In some cases, local community leaders may
give consent for research participation for the entire community, or fe-
males in certain cultures may also require a male authority figure’s
consent prior to participating in research and may need to be inter-
viewed, examined, or evaluated by female researchers and vice versa for
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male research subjects.67 Researchers should, therefore, take careful
steps to ensure that the correct ethical procedures are always adhered to,
including voluntary informed consent of research subjects, before study
participation.®® This demonstrates the need for local partners to be part
of the research as they are the experts of their culture.

The stigma within some cultures surrounding various diseases, such
as HIV, can also greatly increase the need for patient privacy. One way to
address stigma is by working closely with local health care providers
that have pre-established relationships with patients. For example, re-
searchers in one study in Ghana utilized HIV adherence counselors,
pharmacists, nurses, doctors, and HIV peer counselors to serve as facil-
itators during research implementation.®” This study highlighted the
importance of listening to the advice and local wisdom of these trusted
healthcare professionals concerning how to deal with potential study
participants and not to jeopardize their hard-earned trust by ignoring
their insights.%®

Low health literacy or language barriers can also affect participant
autonomy.>>”® One small study examined research participant under-
standing of informed consent in a LMIC setting and found that only 20%
of participants understood the consent form after the standard consent
process. However, when given more time to understand through infor-
mational meetings utilizing visual aids, meeting with a counselor, and
then meeting with the study investigator, the understanding of informed
consent increased to 80%.”" Similar to low health literacy, language
barriers may also significantly impact the efficiency of interactions with
study participants, resulting in increased time needed for individual
interactions and translators.

One method of combating many of these challenges is using the
teach-back method during the consenting process. This involves dis-
cussing important study information with the potential participant
during the consenting process and then assessing understanding by
asking them to describe the information back to the researcher using
their own words.””’? Another method that may be useful is the
teach-to-goal method, where potential study participants are given
important information about the study and then asked a series of
questions to assess understanding of study details. Any deficiencies in
understanding are followed up with the requisite study related infor-
mation until the appropriate level of understanding is reached.”%”?
Translating informed consent forms into the local language is an ethi-
cally appropriate practice. That said, even translated forms may pose
some challenges for research participants if unfamiliar terminology is
used or if the participants with low health literacy have a limited un-
derstanding of the health concepts involved. For example, one study
conducted in northern Ethiopia discovered that many details of a Human
Papilloma Virus study protocol were poorly understood, such as
obtaining vaginal specimens, blood samples, as well as the concept of
the term cancer.”* In addition, participants in this study population
preferred verbal over written consent; one reason was that study par-
ticipants associated signing a consent form with other binding legal
agreements in the local culture. This study concluded that, because of
this association, having a consent form that requires a signature may
prevent people from openly sharing needed information in the study.”*

Data collection

Prior to coming into contact with study participants or collecting
data, it is important, and often required by ethics boards, for all re-
searchers from both LMIC and HIC settings as well as any student re-
searchers to undergo human subjects training, which typically includes
historical perspectives, ethical principles, and regulatory and guidance
information.”® Ethics review boards or academic institutions may have
specific approval processes for involving students in researchers as
either participants or research assistants. Once trained from an ethics
perspective, all researchers and data collectors should be trained on the
tool or technique they will be using. A challenge in LMICs is healthcare
providers are not often trained in data science.”® Often research studies
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in LMIC settings utilize local study sponsors to manage and collect data.
Therefore, it is important for these individuals to be fully aware of the
study protocol and when to communicate information, such as adverse
effects, with the study’s primary investigators or their designee. All
members of the research team, as well as the IRB, should be made
immediately aware of any deviations from the study protocol that
occurred as a result of the potential hazard to participants.®*

Translators are often an integral part of global health research, be it
translating tools or interacting directly with participants. They must be
well-trained in translating complex research and medical terms. For
example, in one participant-researcher adverse drug reaction counseling
session, researchers identified that participants did not clearly under-
stand the translated version of the information. The reason for the
misunderstanding may have been due to the information being lost
during translation or due to the participant’s lack of knowledge in basic
human physiology.®®

Maintaining trial documentation and confidentiality of data can be
especially challenging in a global health setting. According to the Good
Clinical Practice Guidelines, proper expertise is required of any indi-
vidual that manages and/or authenticates data.’’ Any confidential
materials or data in paper form should be in a safe, locket cabinet,
drawer or the like. This may mean providing locks or locksmith services
to the clinic or other research settings. All electronic data should be
stored in an encrypted, password-protected file or database. Researchers
should consider working with their IT departments to ensure secure
transmission of data among researchers in different settings. Challenges
with electronic systems in LMICs include power surges, power outages,
and computer viruses, so laptops, tablets, and external harddrives
should regularly be backed up and stored in a secure, locked location.

Dissemination

While there are risks for study participants and their communities
when participating in research, dissemination of results is an opportu-
nity for communities to benefit from the findings. Dissemination is an
important component of continued relationship building with research
participants, local communities, and collaborators.”” Sharing research
findings prior to publication may also serve as a checkpoint to confirm
the validity of findings.”® Often the LMIC partner is able to identify the
most effective and accepted way to distribute findings. Researchers
could consider presenting at study sites such as at hospital staff meetings
or conferences, distributing research summaries translated into the local
language, or holding open community meetings that could include
research participants and their support systems.””>®

When preparing to publish the results of a study, assigning author-
ship holds importance for all because of the potential impact on finances
and career advancement for individual authors. There are a number of
ethical considerations when assigning authorship, which may be influ-
enced by power differences between the HIC and LMIC partner. One
author describes this through a case study where researchers conducting
a study in a foreign area assigned the primary investigator role to a
qualified in-country researcher who carried out all of the operational
tasks of the study from IRB approval through collecting study data.
However, this primary investigator was not included in writing the study
manuscript, and, although included as an author, was overlooked when
assigning the order of authorship on the publication.”’ Language bar-
riers may also prevent LMIC partners from contributing to the written
manuscript, which may lead to lack of recognition of his or her contri-
butions to the research through authorship.®® Partners should refer back
to the agreements put in place prior to implementing the study to ensure
authorship conforms to the guidelines. Unfortunately, editor biases
about authors and publications originating from LMICs may lead to
LMIC partners deferring more prestigious authorship rankings to the HIC
partner.’’ As a result of these challenges, heightened awareness is
needed surrounding the issue of authorship in global health settings, as
is more research on assigning authorship.®’ More can be found on this
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topic in An Ethics-based Approach to Global Health Research Part 4:
Scholarship and Publications.

Conclusion

It is imperative that global health researchers are led by ethical

principles and regulations that govern and prioritize the protection of
human subjects in research. Researchers should be knowledgeable of the
socioeconomic, political, ethnic, and cultural inequalities between HICs
and LMICs. When researchers follow the roadmap outlined in this
article, stronger bidirectional global health partnerships can be built.
This levels the playing field, generating higher quality research results
and ultimately will advancing patient care locally and public health
globally.
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