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K2P Policy Dialogue convenes key policymakers
and stakeholders to capture contextual
information, tacit knowledge, views and
experiences including potential options to
address high priority issues. K2P Policy Dialogues
are informed by a pre-circulated K2P Policy Brief
or Briefing Note to allow for focused discussion
among policymakers and stakeholders.
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The Policy Dialogue about: Promoting clinical research in
Lebanon for better health outcomes was held on June 16
2023, at the Gefinor Rotana Hotel, Beirut, Lebanon. The policy
dialogue was facilitated by Dr. Fadi El-Jardali, Founding
Director of the K2P Center.
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Preamble

The K2P Policy Dialogue entitled "Promoting
clinical research in Lebanon for better health
outcomes" was convened on June 16th 2023 in
close collaboration and coordination with the
Clinical Research Institute (CRI) at the American
University of Beirut - Medical Center (AUB-MC).
The dialogue hosted 30 diverse stakeholders from
multi-disciplinary backgrounds. These included
representatives from:

e Institutional Review Board at the American
University of Beirut (AUB)

e Office of Grants and Contracts at the AUB

e American University of Beirut Medical Center

e Lebanese American University (LAU)

e Balamand University (BU)

e Université Saint Joseph (USJ)

e Lebanese University (LU)

e Beirut Arab University (BAU)

e Saint George University of Beirut (SGUB)

e Holy Spirit University of Kaslik (USEK)

e Lebanese Ministry of Public Health (MOPH)

e Lebanese Order of Physicians (LOP)

e Order of Pharmacists in Lebanon (OPL)

e Lebanese army representative ( Lidall us)
Seal)

e Representatives from Insurance companies

e Pharmaceutical companies

e C(linical Research Organizations (CROs)

¢ National Council for Scientific Research of
Lebanon (CNRS-L)

The K2P Policy Dialogue was facilitated by Dr. Fadi
El-Jardali. The discussion was guided by a pre-
prepared PowerPoint presentation.
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Background to
Policy Dialogue

The Policy dialogue was convened in order to
support a full discussion of relevant
considerations (including research evidence)
about a high-priority issue in order to inform
action.

Key features of the dialogue
were:
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Addressing an issue currently being faced in
Lebanon;

Focus on different underlying factors of the
problem;

Focus on Two Elements for addressing the
policy issue;

Informed by a pre-circulated Policy Brief
that synthesized both global and local
research evidence about the problem,
recommendations and key implementation
considerations;

Informed by a discussion about the full
range of factors that can inform how to
approach the problem and
recommendations for addressing it;
Brought together many parties who would
be involved in or affected by future
decisions related to the issue;

Ensured fair representation among
policymakers, stakeholders, and
researchers;

Engaged a facilitator to assist with the
deliberations;

Allowed for frank, off-the-record
deliberations by following the Chatham
House rule: “Participants are free to use the
information received during the meeting,
but neither the identity nor the affiliation of
the speaker(s), nor that of any other
participant, may be revealed”; and 10) Did
not aim for consensus. Participants’ views
and experiences and the tacit knowledge
they brought to the issues at hand formed
key input to the dialogue. The dialogue was
designed to spark insights that can only
come about when all of those who will be
involved in or affected by future decisions
about the issue can work through it
together. The dialogue was also designed to
generate action by those who participate in
the dialogue and by those who review the
dialogue summary.



Deliberations about the Problem and Underlying Factors

Dialogue participants discussed the status of clinical research in Lebanon and highlighted
disconnection between the field and healthcare practice guidelines to improve
population and patient health outcomes. Participants communicated an alarming
decrease in clinical research productivity. All the stakeholders agreed that it has become
more difficult to conduct clinical research in Lebanon due to many systemic barriers,
including regulatory, financial, and service delivery barriers.

Stakeholders value clinical research as evidence generating practice for improving health
outcomes especially when translated into practice guidelines that address locally
relevant illnesses and diseases. Experts consider the crises in Lebanon an opportunity
that can be leveraged to drive change, innovation and improvement, enhance service
delivery, and reduce healthcare expenditure. They also reiterated that although
challenged, the quality capacity Lebanon still possesses has a positive chance to
overcome the identified barriers facing the clinical research field. Participants
ascertained the importance of setting systemic and collaborative longitudinal plans to
ensure the effectiveness, efficiency, and
sustainability of clinical research operations.

The deliberations then continued with
expressions of hope for a wide range of tangible
reform initiatives aimed at enhancing clinical
research in Lebanon and developing a clear
vision for its future. The expressions
underscored the significance of effective priority
setting, research education, collaboration
among centers, increased funding and grants,
enhanced surveillance, safe and effective data
storing, sharing, and access, and the importance
of regulatory bodies in ensuring research quality
and compliance. Deliberations emphasized the
importance of placing back Lebanon on the
global clinical trials map, to attract more studies
and advocate for greater recognition and
support for evidence-based and value-based
healthcare.
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Underlying Factors/Challenges

Dialogue participants proceeded with an in-depth discussion around the challenges and
factors contributing to the problem. Participants agreed on the multi-level challenges
and factors leading to decreased productivity and efficiency in clinical research
operations and decreased effectiveness in terms of health outcomes. Overall,
participants consider the compounded crisis and preexisting systemic barriers in
Lebanon are hindering progression in the field of clinical research. Lebanon’s overall
reputation has worsened with the country now being considered unstable, unsafe, and
unreliable. The standards of clinical care have been significantly affected by the
economic crisis and this significantly impacts the possibility of selecting Lebanese
Institutions for multi-national trials The compounded crises the country is experiencing
have affected Lebanon’s health system and healthcare organizations and their
reputation, and thus the capability of attraction of clinical research funds. One of the
main problems resulting from the economic crisis and affecting clinical research is the
closure of some of the pharmaceutical company offices that were based in Lebanon.

A significant challenge is the absence of a national health strategy that accounts for a
clinical research agenda. The absence of a roadmap or strategy hampers the
coordination, the direction, and the allocation of national funds. Due to decreased
coordination and collaboration, there are redundancies and duplication of efforts that
are contributing to the decreased efficiency in financial resource allocation. Research
centers and current capacities in Lebanon are not documented and some academic and
medical institutions are unaware of any standard clinical research site selection criteria
to plan and strategize accordingly. International and regional grants, funding, and
collaboration have been diminishing. Participants agreed that a major obstacle is to the
long waiting time and difficulty in legal, regulatory, and ethical operations in Lebanon.
In addition, there is no governance for some health and medicine research such as
medical devices and herbal therapies. Participants were supportive of an autonomous
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vision and mission that support financing mechanisms that are not fully reliant on
international and regional donor funding. They also supported the improvement of
regulatory procedure efficiency, standardization, and unification. Stakeholders believed
that clinical research productivity will continue to decrease with lack of direction and
national and international funding.

Lebanon does not have a national entity dedicated to support the development,
adaptation, and dissemination of clinical practice guidelines. Participants mentioned
that there is no clear standardized methodology for developing or adopting practice
guidelines as a result of clinical research findings or otherwise. Some research projects
protocols lack the scientific and process rigor while other protocols follow western
standards of care. Stakeholders experts in the field ascertained the significant decrease
in the number of health economic evaluations, scarcity of health economists, and
decreased interest in conducting such research. The dearth of health economic studies
is preventing effective evaluation and implementation of innovative medical discoveries,
technologies, and beneficial care modalities or packages. Combined, these factors are
negatively impacting the use of evidence to address locally relevant illnesses and
diseases, decrease healthcare expenditure, and positively impact the health system and
healthcare practices by improving system and patient outcomes.

Another important challenge that stakeholders deliberated about was that related to
the quality of data and information. One of the main obstacles is the lack of clinical
database that follow the international standards of quality. When available, clinical data
is fragmented, which poses difficulties in obtaining reliable information. Currently,
Lebanon possesses a large pool of data, but its fragmentation and lack of standardization
across the healthcare sector undermine its potential value. The available data is neither
shared nor developed according to standardized protocols, limiting its usefulness for
research and analysis. Lebanon lacks comprehensive health related and updated
registries. Surveillance of data collection is lacking mostly in clinics as opposed to
hospitals and primary healthcare centers. It is also important to note that patients in the
Lebanese healthcare system do not have unified and standardized medical files or
records, and different hospitals have different data management policies and guidelines.
Stakeholders also addressed the importance of data protection and ensuring patient
privacy and confidentiality while enabling effective utilization of data. Addressing these
data-related challenges is paramount to establish an accurate understanding of disease
prevalence in Lebanon. All factors combined restrict researchers' ability to access
relevant and comprehensive data for informed decision making, research purposes, and
effective health-care delivery.

The variation in regulatory schemes, capacities, and capabilities among academic and
medical institutions in Lebanon poses a significant challenge for collaboration in
conducting clinical research. Stakeholders highlighted that issues arise with differences
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in policies, levels, interests, and research frameworks hindering effective collaboration.
For example, academic institutions have different policies regarding provision of
incentives for conducting clinical research. One crucial consideration presented by the
participants is whether big university hospitals in Lebanon have the same patient profile,
which could impact multi-center clinical research initiatives. Private and public
healthcare institutions differ in referral systems within and across the institutions. Such
variation in referral pathways across institutions is challenging the efficient exchange of
patients and resources, limiting the ability to conduct multi-center studies, and
decreasing access diverse patient populations. Stakeholders were also worried about the
predominance of the private sector over the public sector in Lebanon's healthcare
delivery system. The predominance of the private sector in the Lebanese care structure
is creating unhealthy competition, further hindering collaboration among universities.

In addition to the above, experts reported difference in the design of the conducted
clinical research studies across the various academic-medical institutions, hospitals, and
research organizations. The difference was attributed to the variation in the capacities
and capabilities of these organizations. For example, not all medical centers reported
the ability to conduct interventional study designs. Similarly, not all centers reported the
ability to conduct interventional study designs. Participants also mentioned that study
designs were sometimes affected by the amount of funding, with inclination towards
conducting more epidemiologic research. Stakeholders believed that this difference is
increasing inequity in research opportunities and limiting the breadth and scope of
conducted clinical research studies.

Participants also reported that challenges could emerge when determining the principal
investigator, authorship, identifying research questions, and reporting and managing
adverse events. Participants established that healthy collaboration could be achieved
with a more systematic approach to collaboration. Such an approach would clarify roles
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and responsibilities, protocols, national priorities, accountability frameworks, and
research frameworks and bridge gaps in policies and referral systems. Stakeholders
believed that systematic collaboration would improve effectiveness, efficiency and
safety of clinical research while fostering teamwork, partnership, and trust among
collaborating entities.

Research culture and healthcare professional and participant engagement in clinical
research are not optimized and present significant challenges for progress in the field
of clinical research in Lebanon. Currently, research culture among students, physicians,
and patients is still considered poor. Clinicians tend not to inform patients of the value
of research and how they could be positively contributing to healthcare practices
through their participation in such studies. Lebanon also records high acceptance rates
for enrollment in clinical research studies. However, it was mentioned that such
participation rates increased after the crisis, which is alarming knowing that participation
could be driven by undue incentives such as scarcity of financial resources and
conventional treatment in the local market. Research is yet to be institutionalized across
the healthcare delivery system to systemically improve ethical practices and research
culture among healthcare organizations.

Stakeholders agreed that awareness and promotion play crucial roles in enhancing the
research culture among clinicians and patients. For instance, examples of physician
refusal to enroll patients in a particular study conducted in Lebanon shows the
importance of raising awareness among responsible parties. Although research
education has improved among higher education programs in Lebanon, academic
experts mentioned that it is imperative to integrate research education at all levels.
Participants also shed light on the competing responsibilities often risking time
allocation for clinical research initiatives, which they reiterated needs to be protected.

between
knowledge,

policy and
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Deliberations about Recommendations for Addressing
the Problem

Stakeholders collectively conceded on the steps required to promote and strengthen
clinical research in Lebanon. The stakeholders acknowledged the significance of each
element and sub-element. The recommendations and next steps tackled a variety of
actions that will be implemented in the short and long term.

Recommendation 1: Develop a comprehensive national strategy for clinical research
implementation and standards.

« Stakeholders emphasized the importance of raising awareness among physicians
about Joint Clinical Practices (JCPs) and Good Clinical Practice (GCP). Political
leadership recognizing clinical research's value should be leveraged to support this
initiative. Participants advocated for increased awareness and promotion of clinical
research among physicians.

« Multidisciplinary and inter-professional collaboration was identified as a crucial
element for achieving this recommendation. Prioritizing data security and ethical
issues related to the usage of patient data is also necessary. Several participants
agreed on calls for fostering partnerships and trust across institutions while
acknowledging the inconsistent availability of resources across institutions and the
Ministry of Public Health (MOPH). The action-oriented approach strategy should
focus on finding shared interests that benefit all stakeholders. Stakeholders indicated
that the responsibility of executing this strategy, securing funding, and advocating for
its implementation remains a significant concern. This requires beginning with self-
assessment within each institution and organizing a research framework. A scalable
coalition or task force with a practical advocacy approach should be developed to
facilitate collaboration between the government, MOPH, donors, and academia to
drive its success.

o Stakeholders asked two main questions towards the achievement of this
recommendation: who is the entity/body that will lead this work and who is going
this fund this initiative?

Recommendation 2: Establish a national clinical research priority setting process.

o Various stakeholders emphasized the importance of paring the priority setting
process with a collaborative approach to create an inclusive and impactful clinical
research landscape. By fostering strategic partnerships and promoting active
cooperation, stakeholders can overcome challenges, leverage expertise, and
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collectively identify priorities that also align with the various capacities and
capabilities. Stakeholders also highlighted the dynamic nature of priorities, which
means that they are subject to change depending on the country's economic
situation, changes in healthcare professional and patient perceptions and behaviors,
and changes in the disease and illness nature among many others. Participants
highlighted the need to align research endeavors with strategies developed by the
ministries, such as the cancer plan.

Recommendation 3: Increase governmental and non-governmental funding of clinical
research

Stakeholders underscored the importance of distinguishing between non-
governmental and governmental funding sources for clinical research. Funding
allocation must be guided by a needs assessment to guide the process and guarantee
equitable financial support opportunities. This would support alignment of funding
with the most pressing research priorities, leading to optimal resource utilization and
a fair and adequate funding environment. Stakeholders stressed on the importance
to encourage pharmaceutical companies investment in clinical research.

Recommendation 4: Strengthen the research capacity of clinical investigators and
research institutions to conduct high-quality clinical research.

Participants suggested the comprehensive integration of clinical research into all
educational programs to enhance the skills and capabilities of young clinical
investigators, including medical students, and research institutions in conducting
high-quality research. This approach would ensure the thorough inclusion and
incorporation of clinical research standards throughout curricula. Effective utilization
of available resources and embedding research principles into educational programs
can cultivate the culture of an active research engagement, and empower individuals
and institutions to excel in clinical research.

Recommendation 5: Encourage and support collaborative projects and collaborative
networks of institutions and researchers.

Stakeholders conceded on the significance of fostering collaborative projects and
establishing extensive networks in clinical research.
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Recommendation 6: Establish a national regulatory and supervisory body that aims to
safeguard the ethical conduct of clinical trials.

« Stakeholders acknowledged the importance of a national regulatory and supervisory
body to improve the efficiency of clinical research startup timelines. They emphasized
the urgency of establishing satellite sites, particularly for institutions without an
affiliation to an Institutional Review Board (IRB) in Lebanon, to facilitate streamlined
research processes. Stakeholders proposed the implementation of a centralized IRB
(central ethical committee) and the creation of a national auditing team to ensure
consistency and compliance with regulatory requirements. These actions seek to
standardize processes across institutions and encourage adherence to rules, thereby
raising clinical research projects' general standard and efficacy. Stakeholders
emphasized the need to expedite the review process of research proposals in general
and clinical trials in particular to make sure not to delay research.

Recommendation 7: Establish a national entity to promote and support the
development, adaptation and dissemination of trustworthy clinical practice guidelines.

« Participants agreed on the importance of establishing a national entity to lead the
development of reliable and acceptable clinical practice guidelines. The participants
highlighted the importance of using a multidisciplinary approach when creating these
guidelines. This strategy involves experts from several disciplines to ensure
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individuals can share their specialized knowledge, practice experience, ideas, and
perspectives.

Recommendation 8: Develop a Health Technology Assessment (HTA) program to assess
the value of pharmaceuticals, medical devices, and other clinical interventions.

« Participants supported developing a national HTA program to optimize the allocation
of healthcare resources and enhance health outcomes.

Recommendation 9: Develop processes for a meaningful engagement of the publicin

clinical research.

« A consensus emerged among stakeholders regarding the importance of meaningful
public engagement in clinical research. There was an agreement on the significance
of raising awareness, actively encouraging healthcare providers to participate, and
providing appropriate incentives to healthcare providers and patients. Stakeholders
hope to stimulate improved engagement and collaboration in clinical research by
implementing these strategies.

Recommendation 10: Develop processes and tools for knowledge translation.

« Participants emphasized the need to utilize regional data and build a national
database through advocacy efforts to support locally relevant guidelines, practices,
and knowledge translation.
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Next Steps and Recommendations

For each aim, a taskforce and working groups, as applicable, will be assigned to ensure
regular communication and continuous follow-up.

Aim Stakeholders Action Plan Timeline
1. Enhance Medical schools Plan for a national medical Ongoing
collaboration between research day

medical schools on

clinical research. Coordinate efforts on capacity Short term

building

Map institutions and centers of
excellence conducting clinical
research in Lebanon

Intermediate
term

Encourage and support
collaborative projects and
collaborative networks of
institutions and researchers.

Long term

2. National clinical CNRS

research priority setting Medical schools
MOPH

Lebanese order of
physicians

Lebanese order of
pharmacists

Develop a national priority
setting process.

Intermediate
term

Develop processes for a
meaningful engagement of the
public and patients in priority
setting

Intermediate
term

Increase governmental and
non-governmental funding of

Intermediate
term

Insurance o
companies clinical research
Establish a national health Long term
surveillance system
3. Standards and MOPH Develop a value-based national  Short term
conduct of clinical CNRS clinical research strategy.
research
Medical schools? Develop strategies to improve Short term

CROs

recruitment and retention of
research participants.

YIncludes grants offices and clinical research ethical committees
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Aim Stakeholders Action Plan Timeline
Pharma(.:eutlcal Develop a plan to address legal, Short term
companies .
regulatory and logistical
Lebanese order of barriers to the conduct of
physicians clinical research in Lebanon
Lebanese order of .
] Develop processes for a Intermediate
pharmacists .
meaningful engagement of the  term
Insurance public and patients in conduct
companies of clinical research
Standardize ethical procedures Intermediate
and protocols term
Establish a national health Long term
surveillance system
Increase governmental and Long term
non-governmental funding of
clinical research
Lobbying for the establishment Long term
a national agency for the
scientific evaluation
supervision, and safety
monitoring of pharmaceutical
products, medical devices, and
herbal products.
4.Knowledge Patient Develop processes and tools for  Short term
translation associations knowledge translation
MOPH Engage and partner with Short term

Medical schools

patient association to lobby and
advocate for locally relevant
health priorities (e.g., Rare
diseases in Lebanon)

Announce the development of
taskforce to the public and
ensure that the taskforce
shares all updates and results
for transparency.

Intermediate
term

Incorporate knowledge
translation as an essential
component of clinical research
studies.

Intermediate
term
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Aim Stakeholders Action Plan

Timeline

- Plan and Implement
communication channels and
strategies to mobilize public
opinions around clinical
research.

Intermediate
term

- Establish a national entity to
promote and support the
development, adaptation and
dissemination of trustworthy
clinical practice guidelines.

Intermediate
term

- Develop a Health Technology
Assessment (HTA) program to
assess the value of
pharmaceuticals, medical
devices, and other clinical
interventions

Long term
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Contact us

Faculty of Health Sciences
American University of Beirut,
Riad El Solh, Beirut 2020 1107
Beirut, Lebanon

. +9611350 000 ext. 2942
& www.aub.edu.lb/K2P
= K2P@aub.edu.lb
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