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ABBREVIATIONS

GCP Good Clinical Practice

IMP Investigational Medicinal Product

LMHRA Liberia Medicines and Health Products Regulatory Authority

NRA National Regulatory Authority
PHEIC Public Health Emergency of International Concern
WHO World Health Organization
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DEFINITIONS

Authorization: An umbrella term which includes all types of  permission that may be given by LMHRA
regarding the use of medicines and health products  duringa  public health emergency. The
authorization may refer to a marketing or ~ an emergency authorization as defined below.

Emergency Use Authorization: An early access mechanism with time limitation used by regulatory
authorities to expedite the availability of new investigational/unauthorized medicines and health products
duringa  public health emergency. In principle, this is granted if the known and potential benefits of the
medicines and health products  are considered to outweigh the known and potential risks, and upon
meeting certain criteria (for example, that no alternative products are approved or available). In some
jurisdictions, this is referred to as ~ “conditional approval”.

Joint Review: a form of work sharing in which a regulatory task such as the review/assessment of a vaccine/
medicinal products is conducted by two or more national regulatory authorities (NRAs) in collaboration.
Public Health Emergency: an extraordinary event that is determined, as provided in the International
Health Regulations, to: (a) constitute a public health risk to other States through the international spread of
disease; and (b) potentially require a coordinated international response.

Recognition: a specific and formalized type of reliance in which an NRA (the relying NRA) accepts the
regulatory decision of another NRA (the reference NRA) or the recommendation of a trusted institution
(such as WHO). Recognition should be based on evidence that the regulatory requirements of the reference
NRA or recommendations given by a trusted institution are sufficient to meet the regulatory requirements of
the relying NRA. Recognition between NRAs may be unilateral or mutual and may, in the latter case, be the
subject of a mutual recognition agreement. The relying NRA remains responsible and accountable for
decisions taken even when it recognizes the regulatory decisions of the reference NRA or the
recommendations of a trusted institution.

Reliance: the act whereby a relying NRA takes into account and gives significant weight to assessments
performed by another NRA (the reference NRA) or to recommendations given by a trusted institution (such
as WHO), or to any other authoritative information, in reaching its own decision. The relying NRA remains
independent, responsible and accountable for the decisions taken by it, even when it relies on the decisions,

recommendations, assessments and information of the reference NRA or other trusted institution.
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1. INTRODUCTION

Emergency preparedness in clinical trials is essential to ensure that clinical trials that are critical to
responding to public health emergencies can continue or be rapidly initiated. Public health emergencies can
include, but are not limited to infectious disease outbreaks (including epidemics/pandemics), natural disasters,
or military conflicts. This guideline provides general considerations for stakeholders involved in clinical trials
to ensure effective preparedness planning, which helps to protect trial participant safety, maintain compliance

with good clinical practice (GCP), and minimise risks to trial integrity during public health emergencies.

1.1. LEGAL BASIS

The regulatory framework for clinical trials in Liberia is established under Liberia Medicines and Health
Products Regulatory Authority Act 2010. The Liberia Medicines and Health Products Regulatory Authority
(LMHRA) is mandated to regulate all clinical trials in Liberia, ensuring compliance with national and

international standards, safeguarding public health, and protecting the rights of participants.

1.2. OBJECTIVES

The primary objective of  this guideline  is to provide guidance for the conduct of clinical trials during
public health emergencies in Liberia. The guideline  aim to:

e ensure the rights, safety, and well-being of trial participants during emergencies,

facilitate the rapid initiation and continuation of clinical trials,

maintain high ethical and scientific standards under emergency conditions and to

enhance coordination and communication among stakeholders.

[ ]

1.3. SCOPE

This guideline apply to all clinical trials conducted within Liberia during emergency, including clinical
trials related to infectious disease outbreaks, urgent public health interventions, and other emergencies
requiring rapid medical response. They are applicable to all entities involved in the clinical trial process

during emergencies
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2. GENERAL REQUIREMENTS

In the event of a public health emergency or any hazard posing a threat to public health in Liberia, such a
situation should be formally declared by the Ministry of Health, the World Health Organization (WHO). The
LMHRA is mandated to execute procedures related to clinical trial oversight in accordance with the
requirements and timelines as stipulated by the Law and Regulations governing the conduct of clinical
trials in Liberia . Regulatory decisions shall be made based on the severity of the situation and the associated
risks to public health. LMHRA should take all necessary measures to safeguard the safety and well-being of
all persons taking part in clinical trials, including participants, study staff, and hospital personnel. Additionally,
LMHRA  shall ensure that the quality of the clinical trials, the integrity of the data collected, and adherence
to GCP guidelines are maintained throughout the duration of the public health emergency.

2.1. CLASSIFICATION OF CLINICAL TRAILS

The classification of clinical trials is stipulated in the Guideline on the Conduct of Clinical Trials in Liberia

version 03, Section 2.3

2.2, REGULATORY COMPLIANCE AND TIMELINES

Emergency preparedness is essential for the entire regulatory system to effectively continue to function even
during public health emergencies. At all times, clinical trials must comply with all relevant national regulations
and international guidelines, including registration with LMHRA, obtaining necessary approvals, and adhering
to all requirements, including reporting obligations as set forth in the =~ Guideline on the Conduct of Clinical
Trials in Liberia version 03 . In emergency situations, the timelines for regulatory procedures may be

reduced and be subject to expedited review and decision-making,  within 21 working  days.

2.3. EMERGENCY JOINT REVIEWS

Eligibility criteria of a candidate vaccine/medicine for the emergency procedure is same as for the joint review
procedure which is outlined in the Guideline on the Conduct of Clinical Trials in Liberia version 03
This includes that the product addresses a disease of a Liberian, or a West African emergency, for which the

Director General of the WHO has declared a Public Health Emergency of International Concern (PHEIC).
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2.4. RECOGNITION AND RELIANCE

In the context of emergency preparedness, LMHRA  shall employ its expedited process during the review
process and as well employ recognition and reliance strategies to enhance the efficiency and effectiveness of
regulatory processes. As such, LMHRA may recognize the assessments and approvals of clinical trials of other
regulatory authorities or international organizations which they practice reliance to or may rely on the review
and approval of  clinical trials of other regulatory authorities or international organizations to make informed

decisions.

3. STRATEGIES FOR EMERGENCY PREPAREDNESS
3.1. RISK ASSESSMENT AND MONITORING

A clear and common understanding of the risks that may impact clinical trials during a health emergency is
fundamental to emergency preparedness. A risk analysis process should be applied to identify hazards that
may trigger a health emergency and rank them by impact and likelihood. Simultaneously, risks should
continuously be monitored, providing early actions that could mitigate the impact of the emerging risk.
Strategies to mitigate identified risks could include, but are not limited to, alternative methods for data

collection and participant follow-up.

3.2. CONTINUITY PLANNING

Essential clinical trial operations that are required to continue during emergency situations should be
identified and prioritised. Protocols for processes that may be conducted remotely, such as monitoring, data
collection, and communication should be developed. It is critical to record accountabilities, deadlines and
actions to be taken in the continuity plan.
3.3. COMMUNICATION PLAN

Clear communication channels should be established to ensure dissemination of information within each
organisation as well as communication between stakeholders, including trial participants. It is essential to have
strong communication mechanisms between LMHRA, ethics committees, and international partners such as
other NRAs, AVAREF Secretariat and WHO. This ensures a fast mechanism to share the latest information

and epidemiologic data of the public health emergency, scientific knowledge and any potential in vitro
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diagnostics, therapeutics, and vaccines. Emails and other acceptable online platforms should preferably be

used for communication.

3.4. RESOURCES

e Sufficient financial resources to maintain critical clinical trial processes should be available and
accessible in case of emergency response. Sustained funding should be aligned with costed, prioritized
preparedness measures based on risk and capacity assessments.

e Staff should be trained with regards to emergency preparedness on a regular basis. This includes the
establishment and maintenance of specialised teams, such as emergency medical teams, rapid response
teams, as well as pools of experts. Training of decision makers, scientific advisory committees, technical
members of ethics committees and regulatory authorities in areas which are recognized as being relevant
to processing of clinical trial applications within the context of access to medicines, vaccines and ancillary
products in public health emergencies is an important step in capacity building targeted at emergency
preparedness.

e Logistic mechanisms to support clinical trial conduction and health in emergencies should be established.

L Importation of investigational medicinal products (IMPs) to be used for approved clinical trials and
for emergency use authorization during a public health emergency should be enabled and the procedure to
access those IMPs should be facilitated. The procedure for importation of each investigational product
should address administrative details, product labelling, how the product should be used, quantities being
imported, responsibility for adverse events, monitoring, and all other relevant details as agreed upon by

LMHRA.

4. OPERATIONALIZING EMERGENCY PREPAREDNESS

The process for developing and implementing emergency preparedness follows an iterative cycle. Key
actions are as follows:
e Coordinating: Development and implementation of emergency preparedness requires robust
coordination mechanisms that include multisector and partner participation. Coordination among all
partners is essential for every aspect of the process, and enables community, local, national, cross-

border and international actors to work toward common objectives under a joint planning process
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e Financing: All steps of emergency preparedness planning should take account of available financial
and in-kind resources from local, national or international sources.

® Assessing risk and capacity: The development of an emergency preparedness programme and
associated plans should be based on risk assessment of hazards , and of the available capacity to
manage the priority risks. A standardized approach to all types of assessment is required so that they
may be applied in a comparable, reproducible and defensible manner to inform emergency
preparedness plans.

e Planning: Stakeholders will use different frameworks and tools to develop preparedness and
emergency response plans. The resulting plans may vary from one context to another because of the
different risks and capacities to be found in communities and countries, and because different tools
have been used. It is crucial that emergency preparedness plans between and within sectors and levels
are aligned and do not generate unnecessary fragmentation or duplication. The planning process
should involve broad stakeholder consultation and must be aimed at developing consensus and
agreement not only on content, but also with regard to roles in implementation and financing.

e Implementing: Successfully implementing an emergency preparedness plan requires a number of
things. A coordination mechanism, involving stakeholders with responsibilities identified in the plan,
should oversee and monitor progress. The participation of stakeholders in planning is essential to
ensure commitment to, and ownership of, emergency preparedness measures. The priorities for
strengthening emergency preparedness should be described clearly in the plan; responsibilities and
accountabilities should be clearly identified; and sufficient resources should be available to put
actions into practice over the duration of the plan. Another important factor is the need to limit the
time lag between development and implementation of the plan, to maintain momentum and
commitment to emergency preparedness.

e Evaluating and taking corrective action: Emergency preparedness is a dynamic process. The
implementation of emergency preparedness plans should be monitored and evaluated in line with
pre-defined indicators and standardized tools and processes, and should be reported accordingly.
Reviews should be conducted at pre-agreed times by the coordinating body, or by an independent
body convened for the purpose. Where there are changes in risk priorities or in the availability of

capacities and resources, or where post-emergency or post-exercise reviews have identified areas for
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improvement, corrective action should be applied to the assessment, planning and prioritization of
emergency preparedness activities.

e Exercising: Exercises provide evidence-based assessments for the monitoring and strengthening of
emergency preparedness. As training tools, exercises are useful to help build individual
competencies, allowing participants to learn and practice their roles in emergencies. As quality
assurance tools, exercises can test and evaluate emergency policies, plans and procedures at
organization- or system-wide levels. After exercises have been conducted, action should be taken to

institute the recommendations for strengthening emergency preparedness.
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ANNEX

RELATED DOCUMENTS
Guideline on the Conduct of Clinical Trials in Liberia version V03
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The guideline on Emergency Preparedness is Hereby Promulgated and Approved by the managing
director on this 13" Day of April, A. D. 2026.

Hon. Luke Bawo
Managing Director / LMHRA
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