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ACRONYMS AND KEY DEFINITIONS

AT Agenda for Transformation

ADR Adverse Drug Reaction

CHAL Christian Health Association of Liberia

CMS Central Medical Stores

CT Clinical Trials

CTA Clinical Trials Authorization

CTD Common Technical Documents

CTO Clinical Trials Oversight

CTuU Clinical Trials Unit

DEA Drug Enforcement Agency

ECOWAS Economic Community of West African States

EUA Emergency Use Authorization

FDA Food & Drugs Authority

FLB Forward Logistics Base

GBT Global Benchmarking Tool

GCP Good Clinical Practice

GF Global Fund

GOL Government of Liberia

GSA General Services Agency

HPLC High Performance Chromatography

ICT Information Communication Technology

IEC Information, Education and Communication

IPAT Indicator-based”harmacovigilance Assessment Tool
ISO International Standard Organization

LHEF Liberia Health Equity Fund

LMHRA Liberia Medicines and Health Products Regulatory Authority
LRA Liberia Revenue Authority

PAPD Pro-Poor Agenda for Prosperity & Developmnt
PESTEL Political, Economic, Social, Technical, Environmental, Legal
PMS PostMarket Surveillance

PMSTWG PostMarket Surveillance Technical Working Group
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PQM Promoting the Quality of Medicines

PV Pharmacovigilance

QA Quiality Assurance

QC Quiality Control

QCL Quiality Control Laboratory

QMS Quality Management Systems
SAC Scientific Advisory Committee
SDGs Sustainable Development Goals
SF Substandard & Falsified

SWOT Strength, Weakness, Opportunities & Threats
MedRS Medicines Rsk-Based Tools

MNCH Maternity & New Born Child Health
MOH Ministry of Health

MSF Medicins San Frontiers

NGOs Non-Governmental Organizations
NPA National Port Authority

NRA National Regulatory Authority

B Tuberculosis

TLC Thin-Layer Chrom&ography
USAID United States Agency for International Development
USP United States Pharmacopeia
WAHO West Africa Health Organization
WHO World Health Organization

LMHRA Biennial Report: 2020 62021:0 Ensur i ng t he Safety, Efficacy & Qual
Products

Page7 of 87 ( ]




MESSAGE FROM THE MANAGING DIRECTOR

With the mandate to oprotect the
substandard and Falsi fied ( SF) r
coupled with oOoOensuring that, in t
only safe, effective, and good quality medésirreach the Liberian

public, promulgate regulations to fight illegal trade in medicines,
including counterfeit and adulterated medicines and health products
and fair trade practiceso, t he

- ' § enforcing established guidelines anegulations to attain its goals
Pharm. Keturah Smith-Chineh  and objectives during the period 202@021.
Managing Director

When | assumed the responsibilities of managing the LMHRA, with
the numerous challenges, ups and downs, and f
somehow | manged to hold on for two years. | am deeply thankful to all those who have contributed
to our success over the years. Without the trust and support of the President of the Republic of
Liberia, HE Dr. George M. Weah, and the Government, both for their stemrpport and
understanding during these crucial years, we would not have made such remarkable progress, both
in managing the LMHRA and the development of the Institution. Our achievements also have been
built on the invaluable counsel and assistance prayidg the friends we have, both in the private
and public sectors.

| would like to express my gratitude to the vast majority of employees for their forbearance and
support, without which the LMHRA would not have achieved such high results, despite ttsh har
economic circumstances. | wish to say that | have been very fortunate to have the staunch support
of very capable, professional, dedicated and enthusiastic colleagues, whose commitment and hard
work have been indispensable in enabling the LMHRA toieeh its mission and to deliver the level

and quality of performance clearly demonstrated since my inception as Managing Director. | must
also pay tribute specially to our partners, USP/USAID under its PQM+ Program, Global Fund, the
West Africa Health Orgaization (WAHO), the World Health Organization (WHO) and the World

Bank for their tremendous support to the Authority during the period, from training of staff, both
foreign and local, to provision of laboratory supplies, including chemicals, reagenesemeé
standards, as well as technical, material and programmatic supports.

Overall, we are very grateful to the Almighty God for giving us the courage, wisdom and fortitude
for our adroit management of the Authority over the past two years.

Despite the challenges we face, the Authority continued its steady, but fast growth, from
strengthening of Region 2 (Bong, Lofa & Nimba) Offices, to the opening of -@ffiab at the Roberts
International Airport and Region 3 Offices in Bo Waterside, covering threertiesd Grand Cape
Mount, Bomi & Gbarpolu.

With the spirit of achieving growth in development, the Authority remained steadfast in its
engagement with partners and major stakeholders in medicines regulation, yielding to strengthened
and stronger coordiation between the LMHRA and the Liberia Revenue Authority (LRA). A key
result worth mentioning is the training of five (5) LMHRA staff by the LRA on the use of ASYCODA
System, followed by its installation at both RIA Swiffice and LMHRA HQ (Inspectorajeto enable

us monitor allpharmaceuticalpassing through the Customs System of Liberia. All these positive
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and tangible deliverables are the results of commitment on the part of our team and | would like to
use this opportunity to commend them.

| & mlightké to state that, and for the first time, the LMHRA can boast of a temporary Quality
Control Laboratory facility of its owrd built with revenue generated locally, and the construction of

an ultramodern Quality Laboratory Complex has started atourik g6 s Far m, Car eys
after discussions and endorsement of the Blue Print by USP/USAID and the World Health
Organization.

Considering the existing challenges, coupled with the current economic situation in the country, the
LMHRA is unable to mitigate all challenges, but greatly depends on support from extended partners,
including Global Fund, USP/USAID, WHO, WAHO, etc. We areery delighted to report that
during the period under review, the Authority received numerous support from our partners to help
strengthen the Authority. This report outlines the various supports we received from them.

Pharmaceutical wastes across Liber@ntinue to be a major health hazard, coupled with the problem
they pose to product storage facilities in the counties. The LMHRA continues to advocate with key
partners and stakeholders for the proper disposal of these pharmaceutical wastes. Initiateveas
taken have been outlined in latter part of this report.

Despite efforts across the world to computerize medicines registration, the LMHRA still uses limited
tools or manual processes. Seeing the need for an electronic tool for the entire regulaicegges
including registration, licensing, inspection, quality control, pharmacovigilance, and medicine
information, the Authority has started the development of a database and online tool. The tool is
being built in modules where the respective databamesowned and updated by each unit that
handles the function and then shares data across the entire regulatory authority and consumers; this
will ensure efficient regulatory processes and functions. This tool will also enable our many clients
to register their products online.

Since our incumbency, there has been tremendous improvement for the Authority in its operations.
The performance of the LMHRA in respect of its regulatory functions of product registration,
premise registration and licensing, markeirsgeillance, import control, product testing and safety
monitoring increased. However, the Authority is yet to begin full compendia testing of products at

the temporary Quality Control Laboratory, coupled with other logistical challenges. This
notwithstandng, there are still gains to be made regarding process indicators such as the percentage
of product applications processed, percentage of license inspections conducted, and percentage of
submitted products tested through mitéb and visual inspection. ®@gains still appear to be locked

up by resource constraints: human resource (inadequate pharmacists and lab technicians), vehicles,
computers, application software and laboratory consumables and materials, which are quite
expensive. Addressing thesewdiln hance the Authorityds perf or me
will ensure that issues that limited performance since our incumbency will be addressed to enhance
performance within the next four years: 2022025.

Looking ahead, we look forward to wking with stakeholders within the pharmaceutical sector, our
partners and clients. Our focus continues to be on our public health role. We will continue to work
to the highest levels of excellence and quality, working with and supporting our custometsepar

and stakeholders to protect health and improve lives. Working closely with Government, we will
consider the implications for the work of the Authority moving forward and to secure positive
outcomes. Despite continued challenges and the ever chamgidgvolving environment in which
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we operate, there are many exciting opportunities ahead of us, incltlcéngupport we receive from
the GOL and our partnersl am confident we will meet these challenges and we will be one of the

leading regulatory Authaities for medicines and health products in the Region and Africa at large.
And for me, it continues to be a massive privi
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Who We Are

The Liberian Medicines and Health Product Regulatory Authority (LMHRA) was established in 2010 b
act of the National Legislature to protect the public from unsafe, falsified, and substandard medicir
addition to assuring the quality of medicinasis also mandated to ensure fair trade practices in medici
and health products; Promulgate regulations to fight illegal trade in medicines, including counterfei
adulterated medicines and health products; and conduct or facilitate necessarychesedrdevelopment
promote Pharmacovigilance, and timely disseminate drug information.

What We Do
We are responsible for regulating a wide range of medicines and health products available in Liberia:

U Medicines (traditional medicines, narcotic puglsotropic substances, blood and blood products, va
and radiopharmaceuticals)

U Health Products (Medical devices and Medical Supply) for human use

i Cosmetics

U Medical or Diagnostics Equipment

Other areas include clinical trials using human roéales, clinical field trials using veterinary medicines a
clinical investigations using medical devices for human use. We regulate manufacturing, wholese
distribution companies, as well as other health product facilities.

How we regulate

We grant licenses to companies/institutions to make, distribute and market medicines after a review o
safety, quality and effectiveness through the Quality Control Laboratory. We continuously mol
medicines, medical devices and other health produetganding quickly to any safety or quality concer
and produce safety and quality information to support the safe use of health products by conductin
market surveillance. The Pharmacovigilance Department trains health workers, collects reportsera
drug reaction (ADR), collates and analyses them and provides feedback for regulatory decision:
applicable. The reports are also uploaded onto the WHO collaborating Center database (VigiB:
Uppsala in Sweden.

Through our Inspectorate Degément, we conduct inspections of premises where medicines or hi
products are manufactured, stored, distributed, supplied and sold to ensure that they comply with re
standards and legislation. We enforce the legislation (as a shared respopsilithitother state agencies ir
some areas) by confiscating expired, substandard, counterfeit, or unregistered medicines in accordal
regulations promulgated by the Authority, and consistent with the Administrative Procedure Act of
Republic of Likria and with due process of law; and as and when deemed necessary by the Au
suspend, cancel, or revoke such license or permits in accordance with regulations promulgated
Authority and consistent with the Administrative Procedure Act of tRepublic of Liberia and with due
process of law.



EXECUTIVE SUMMARY

Consolidated Analysis of Registered Medicines

Priortot he approval of the Authorityds consolidat
seventyseven (977) products were already registered with the Authority at the end of July 2020.
With a total of eight hundred ninety (890) medicinal products registe between 2020 and 2021,

the cumulative total of medicinal products registered with the Authority presentignie thousand

eight hundred sixty -seven (1,867).

Premise Licensing

A total of 96 premises were registered during the period under re{2®20d 2021) 70 being old
premises with 26 new premises. A total of 53 institutions registered for importer licenses; 32 old and
21 new

PostMarket Surveillance

A total of 28 market surveillance operations were carried out across the country durengeriod
under review: 202@ 2021. Number of outlets thawere visited increased by 55%, as compared to
previous years. A total d non-compliant products were identified in trade and recalled from the
market.

Product Testing

T he laboratory received 5,971products in 2020to 2021, with 1.6% (96) samples failing

Adverse Drug Reaction Monitoring

The LMHRA conducted over ten (10) ADR monitoring visits to seven (7) counties, including
Montserrado, Bomi, Grand Cape Mount, Gbarpolu, Margibi, Nimba 8atg Counties.

Clinical Trial Authorization

The Clinical Trials Unit conducted one Good Clinical Practice (GCP) inspection, two -@ase
visits to approve the closure of two clinical trials and issued waivers for the Emergency Use
Authorization (EUA)for the AstraZeneca and J&J vaccines for COVID 19.

Import Control

During the year 2020, the Authority issued Ninegseven (97) Port Clearances to tweripe (21)
importers of pharmaceuticals comprising of medical devices, medicines and health pradhiiets;

in 2021 one hundred fifgpne (151) Port Clearances to twengyght (28) importers of
pharmaceuticals comprising of medical devices, medicines and health products were issued. This
represents a 64% increment compared to the previous year.
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Institutonal Development & Sustainability

As part of institutional growth, the Authority completed the construction of a temporary Quality
Control Laboratory and relocated, in October 2020, the QC Lab from a rented facility. The
construction of an ultramodern Quality Control Laboratory has starte@ supported by internal
revenue collection and GOL®O6s initial contri bu:

To boost the fight against SF medicines, the saffice in Region 2 (covering Bong, Nimba & Lofa
Counties) was r®pened and strengthened, thviadditional staff and logistics (a motorbike and
vehicle). Additionally, a new sudiffice was opened at the Roberts International Airport, withstaff
assigned; Region 3, (covering Grand Cape Mount, Bomi & Gbarpolu Counties) was also opened with
5 staff, two motorbikes and other logistics. Region 2 (Bong, Nimba & Lofa) has 3 staff.

A two-acre land was purchased in Lower Margibi County to be used exclusively for waste
management and disposal.

Support on COVID 19 Pandemic

As it is known that the LMHRA plays a pivotal role in ensuring the safety, efficacy and quality of
medicinesi ncl udi ng vaccines in Liberia, working wi
response to the global pandemic has remained a commitment and has been provertitmglthe
provision of regulatory oversight to issues regarding donations brought in through the Roberts
International Airport (RIA). Our team at the RIA and central management remained alert in their
reportage and issuance of timely regulatory actions witithbpublic and private pharmaceutical

sector consignments relative to COVID 19.

LMHRA, through its Pharmacovigilancé& Clinical Trials Department, deployed a team of monitors

to follow up at facilities within Montserrado County and its envirqras well asMargibi, Bong,
Nimba, Bomi & Grand Cape Mount Countiés ensure proper documentation of any unpleasant
effects or ADRs during the COVIEL9 vaccination process. Over 25 healthcare facilities were visited,
including, John F. Kennedy Medical Center on 2@treet, Sinkor; ELWA Hospital in Paynesuville;

14 Military Hospital, Margibi; SOS Hospital; Duport Road Health Center; St. Joseph Catholic
Hospital, Redemption Hospital, and the James N. Davies, Jr. Memorial Hospital in Neezoe,
Paynesuville.

The key objedives of the monitoring outreach were to: i) follemp on the assessment of benefit,
effectiveness, unpleasant effects and risk of the vaccine candidates (AstraZeneca ChAdQO29 nCoV
(AZD1222) and J&J Ad26.COV2.S Vaccines) currently being used in Libewgiji)ato improve
patient care and safety in relation to the use of the vaccines and other medical or health products.
Details are outlined in latter part of this report under Pharmacovigilance.

Improving Public Engagement

Engagements with the public igielding an improved and diversified dimension with the
collaboration of the communications and ICT Units in many ways, aimed at ensuring increase in
dissemination of information of regulatory activities across the length and breadth of the country, as
well as the world at large. Some of the activities that were implemented during this period are as
follows:
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1 On two occasions, the Managing Director led an array of independent media practitioners on a
guided tour of the mini Quality Control Lab (QCL) facyitthe proposed Statef the-Art Quality
Control Laboratory and the incineration site. The tour was meant to provide more understanding
of the kind of work the LMHRA Quality Control Laboratory does in collaboration with support
from the LMHRA managementhte government and partners.

1T Erection of 86x56 billboards in Monrovia, Pa
Cape Mount and Ganta, Nimba County.

1 Two separate jingles were developed and aired on Adverse Drug Reaction (ADR), the Use of
substandard and falsified (SF) medicines and health products, as well as drug peddiieglon
radio stations and social media networifkg a period of one month each

1 These jingles have been translated into local vernaculars in aired at the Regional Offices
(covering six counties).

1 Four (4) major community outreach activities were carried out, mainly targeting street peddling
and combating of SF medicines.
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1.0 INTRODUCTION

Motto

OEnsuring Safety, Efficacy and Quality of Med,]i

Vision

The LMHRA envisions to be O0OA Leading Medicine
excellence in Africabo.

Mission Statement

The Liberia Medicines and Health Products Regulatory Authority exists to achieve the highest
possible standards of quality, safety and efficacy for medicines and health products by employing
legal, effective, efficient and transparent regulatory systenisgusompetent and highly motivated
human resource backed by adequate technology, to safeguard public health.

LMHRAGs Mandat e

The Act to establish the Liberia Medicines and Health Products Regulatory Authority (LMHRA) of
2010 mandates the Authority to:

1 To ensure that, in the national medicine supply system, safe, effective, and good quality medicines
reach the Liberian public.

1 To protect the Liberian public from the harmful effects of substandard and counterfeit medicines
and health products.

To ensure faitrade practices in medicines and health products.

To promulgate regulations to fight illegal trade in medicines, including counterfeit and
adulterated medicines and health products.

1 To conduct or facilitate necessary research and development, promotenpbavigilance, and
disseminate timely drug information.

il
T

Strategic Goals (20210 2025)

Establish an effective and efficient medicines and related products regulatory system

Set up a Quality Management System (QMS) and Undertake Operational Reseandgkies to
support regulatory functions

Develop andmplement an effective Information management System

Promote partnership, cooperation, collaboration and decentralization

Recruit, develop and maintain adequate Human Resource (HR) Capacity
Mobilize infrastructural, monitoring and financial resources to ensure sustainability
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Background

The LMHRA Act

The Act to establish the Liberia Medicines and Health Products Regulatory Authority (LMHRA) of
2010 was passed with the purpose to ensure that, in theomat medicine supply system, safe,
effective, and good quality medicines reach the Liberian public; protect the Liberian public from the
harmful effects of substandard and counterfeit medicines and health products; ensure fair trade
practices in medicineand health products; promulgate regulations to fight illegal trade in medicines,
including counterfeit and adulterated medicines and health products; conduct or facilitate necessary
research and development, promote pharmacovigilance, and dissemindsedrogginformation.

The Liberia Medicines and Health Products Regulatory Authority (LMHRA) was established from
and immediately upon the passage of this Act to perform the following functions:

A Conduct registration of medicines and health products;

A Issue licenses or permits for premises and personnel to engage in the manufacture, import,
export, transit into or out of the Republic of Liberia, supply, storage, distribution, or sale of medicines
and health products, excluding retail pharmaceutical ets

A As and when deemed necessary by the Authority, suspend, cancel, or revoke such license or
permits referred to in Part Il, Section 2.1(b) in accordance with regulations promulgated by the
Authority under this Act, and consistent with the Administrativerocedure Act of the Republic of
Liberia and with due process of law;

A Establish an inspectorate and conduct inspections of premises where medicines or health
products are manufactured, stored, distributed, supplied and sold;
A Confiscate expired, substandarcounterfeit, or unregistered medicines in accordance with

regulations promulgated by the Authority under this Act, and consistent with the Administrative
Procedure Act of the Republic of Liberia and with due process of law;

A Establish and operate qualityontrol laboratories to ensure safe, effective, and good quality
medicines and health products for domestic and foreign markets;

A Conduct postmarketing surveillance of medicines and health products;

A Conduct Pharmacovigilance of medicines and health prtsju

A Issue warnings and conduct recalls of products in accordance with regulations promulgated

by the Authority under this Act, and consistent with the Administrative Procedure Act of the
Republic of Liberia and with due process of law;

A Regulate the conduof clinical studies of medicines and health products;

A Prepare, keep, and update a registry of medicines and health products registered and approved
for marketing in the Republic of Liberia;

A Set standards of quality, safety, and efficacy of medicinebeadth products;

A Promulgate regulations as necessary to meet its responsibilities under this Act, including
regulations providing for administrative hearings necessary for effective enforcement of this Act;

A Develop and disseminate guidelines, proceduraglance and other materials necessary for
effective implementation of the functions of the Authority;

A Provide current and unbiased information on medicines and health products to health care
professionals and the general public;

A Regulate advertising and pmotion of medicines and health products;

A Be responsible for its human resources development;

A Promote, monitor, and evaluate the implementation of this Act;
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A Receive and investigate complaints regarding alleged violations of the Act or any regulations
promugated by the Authority, and impose appropriate sanctions in accordance with regulations
promulgated by the Authority under this Act, and consistent with the Administrative Procedure Act
of the Republic of Liberia and with due process of law;

A Establish anctollect charges or fees for services rendered by the Authority; and

A Carry out other functions as deemed necessary by the Authority for the effective and fair
implementation of this Act.

In performing the above functions, the Act enjoins the Authority apply principles of Good
Regulatory Practices, which include but not limited to:

a. Ensuring transparency and accountability;
b. Promoting stakeholdersdé participation and |
C. Observing a code of conduct and managing any potential confliciterests.

Health in the Pro-Poor Agenda for Prosperity & Development (PAPD)

LMHRA®s objectives and goals are aligned with
capable and trusted state institutions that will lead to a stable, resili@nd, inclusive nation. The
Government of Liberiads strategic priority ar
Economic Community of West -PAdr Agerda for P®dperity arddd Vi
Development (PAPD) 2018 to 2023 is the sedan the series offyear National Development Plans

(NDP) anticipated under the Liberia Vision 2030 framework. It follows the Agenda for
Transformation 20122017 (AfT).

The PAPD outlined a new development strategy for the Government of Liberia (GOL). The PAPD
seeks to expand access to essential health services and, in doing so, to promote a healthy and thriving
citizenry and economic productivity. It outlines eight strgie targets aimed at reducing maternal
mortality, under five Mortality, under five malnutrition, malaria prevalence, lack of access to
healthcare for rural population living beyond five kilometer radius to the nearest health facilities, the
number of outbeaks responded to more than 48 hours following notification, the number of public
health facilities reporting stoclout of essential medicines, and out of pocket payment for health care.

The PAPD highlights critical challenges in the health sector and shertcomings of the free health

care policy. It identifies strategic health priority interventions including improvement of health
service delivery and infrastructure, achievement of efficiency and sustainable financing for health by
strengthening existig financial management systems and offering an alternative strategy focused
on the Liberia Health Equity Fund (LHEF). Additionally, it highlights delivery of the Essential
Package of Health Services and strengthening of partnerships in health care delivery

Goal 3 of the Pregpoor Agenda for Prosperity and Development seeks to ensure healthy lives and
promote weltbeing for all at all ages. Among the strategies outlined in the agenda to achieve Goal
3 is to strengthen the LMHRA by establishing appropriateajity assurance (QA) laboratory for
testing of healthcare products and technology to identify and destroy expired, counterfeit and
damaged medicines and medical supplies. It also aims to improve storage facilities at central and
decentralized levels whicére part of the inspectorate functions of the LMHRA.

The LMHRA remains keyto the achievement of the abowaentioned objectives and goals of the
PAPD. A well-functioning health care system depends upon the availability and affordability of
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medical produats that are safe, effective and of consistently assured quality. Effective medicines
regulation promotes and protects public health by ensuring that: medicines are of the required
quality, safety and efficacy; medicines are appropriately manufactureed stdistributed and
dispensed; illegal manufacturing and trade are detected and adequately sanctioned; health
professionals and patients have the necessary information to enable them to use medicines rationally;
promotion and adversing is fair, balancednd aimed at rational drug use

National Medicines Policy

The National Medicines Policy of the Republic of Liberia which was developed in 2013 provides a
comprehensive framework for the development of the Pharmaceutical Sector ovey@ateperiod

with periodic reviews. The goal of the Policy is to ensure that pharmaceutical services are developed
using available resources such that high quality, safe, efficacious andffamsive pharmaceutical
products and services are available for use in the hesadtvices of Liberia.

Section 5 of the policy dwells on medicines regulation and provides for statements on Regulation of
medicines prescription and distribution, registration and licensing, quality assurance and control,
and post marketing surveillancelther provisions are made on the control of narcotics and
psychotropic substances, medicines donation, disposal of expired and unwanted medicines, medicines
advertising, manufacture, import and export of medicines, traditional medicines; and promotion and
sale of medicines. lis worthy to note that this policy explicity makes provision for technical
cooperation with other countries and international organizations which has become critically
important in contemporary times.

Sustainable Development Goals(SDGs)

People who work in health care expect the products they use to work as described on thénbox
fact, to actually be what is described on the box. The fundamental issue is trust: just as patients need
to be able to trusin the expertise of healtbare providers, health workers need to be able to trust

the products they prescribe actually to do what they are meant to do: prevent illness or improve
peopl eds health.

Sustainable devel opment goal 3 de ma rbld sssentialc c e s
medi cines and vaccines for all .6 Experience t
designed regulatory and procurement systems. Thus, support to the LMHRA aligns directly with
SDG Goal 3.
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2.0 MANAGEMENT & STRUCTURE OF THE LM HRA
The Authority is governed by the following structure:

i A Board of Directors
1 A Managing Director, who shall be responsible for running the Authority;
1

Directors heading different departments of the Authority, supported by Managers, heading
differentUnits; and

1 A Managing Committee composed of the Directors, with the Managing Director as its head.

Board of Directors

The Board of Directors comprises of eleven (11) voting members, appointed by the President of the
Republic of Liberia, consisting of the following members:

1 A qualified Liberian Pharmacist, who shall be appointed by the President of the Republic of
Liberia to chair the Board of directors;

The Chief Pharmacist, representing the Ministry of Health and Social Welfare;

The head of the Pharmacy Board;

A lawyer representing the Ministry of Justice;

The head of Customs, representing the Ministry of Finance;

The head of the National Bureau of Standards, representing the Ministry of Commerce;
A representative of the School of Pharmacy of the University of Liberia:

A representative of the Liberia Medical and Dental Council;

A representative of the Pharmaceutical Asisdion of Liberia

A veterinarian from the Ministry of Agriculture;

A representative of an appropriate consumer interest group or association; and

The Managing Director of the Authority, who serves as secretary to the Board of Directors, and
a nonvoting member.

= =4 4 -4 _48_-5_9_9_2._-2_-2°

The Board Chair is appointed by the President of lia¢o serve for a period of two (2) years.

LMHRA Biennial Report: 2020 62021:0 Ensur i ng t he Safety, Efficacy & Qual
Products

Page20 of 87 [ ]




3.0 REGULATIONS STRENGTHENING

A strong medicines regulatory system is an essential component of the health system that helps
protect populations by ensuring that medicines and other medical products are not only safe and
effective but also of assured quality. Paprality medicine8 those that are unregistered,
substandard, or falsifiédcan endanger patients, extend illness unnecessaaityl even result in
death. Poorguality medicines also undermine efforts to improve health and strengthen health
systems, erode public confidence in those same systems, and may contribute to antimicrobial
resistance. Availability of and access to essémiadicines underpins progress against diseases;
however, it is only when these medicines are produced, distributed, and sold in a manner that ensures
their quality that they can bring about positive outcomes for patients and public health, thus it is
essatial for strong guidelines and regulations to be in place for the products to be properly regulated,
because it is critical to continue improving access to safe and effective medicines and medical
products.

The lack of regulations to support the LMHRA Aof 2010 has been one of the major challenges to
improving governance of medical product quality assurance in Liberia. It is against this backdrop
that the Authority organized a retreat to draft Guidelines and Regulations to enable the
strengthening of rgulatory functions. Partnering with LMHRA, PQM+ facilitated the development

of a list of priority regulations that support implementation of the LMHRA Act of 2010. PQM+ also
supported the mapping of required legislation and sponsored a trip for senidrastaMHRA to

travel to the Ghana FDA on a study visit. Following the study visit, the LMHRA organized a special
committee for drafting the regulations. The following Regulations were drafted and submitted to the
Board for review and subsequent approval:

Regulations for the Treatment and Disposal of Unfit Medicines & Health Products
Regulations for Medicines & Health Products Recall, Withdrawal & Seizure
Regulations for Donation of Medicines & Health Products

Regulations for the Registration dfledicines & Health Products

Regulations for Labelling of Medicines & Health Products

Regulations on Importation & Exportation of Medicines & Health Products
Regulations on Advertisement of Medicines & Health Products

Regulations on Clinicalrials

ONogO~WNE

Prior to drafting the above Regulations, at the end of the LMHRA Retreat in 2020, the following
Guidelines to support regulatory strengthening were drafted and also submitted to the Board:

Guidelines on Registration of Medicines and Health Product
Guidelines on PosMarket Surveillance

Guidelines on Clinical Trial

Guidelines on Pharmaceutical Waste Management
Guidelines on Premise Licensing and Registration

abwnE

All these Guidelines and Regulations, when approved by the Board, will enable the sragotation

of medicines and health products across the country, including but not limited to importers,
wholesalers and local manufacturers. By the end of the year 2021, it is expected that the Regulation
on Pharmacovigilance will be completed and also sttehto the Board. This Regulation will help

guide the monitoring of adverse effects of medicines and inform decisions made by healthcare
practitioners (nurses, doctors, physician assistants, pharmacists, etc.).
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4.0 202002021 OPERATIONAL PERFORMANCE
4.1 Administrative Performance & Achievements
4.1.1 Human Resource Administration

During the period under review, the 188stafhmor i ty
2019to a workforce ofL79 persons, including@7 Pharmacists, six (6) contractoend consultants

both at Head Office, the sudffices and regional offices. As onboardofgew staff requires capacity
building, several trainings, both local and foreign, online ang@&rson, were held to strengthen the
humanresource capacity. Traings ranged from technical to administrative.

Improved staff welfare:

Considering the importance placed on staff welfare and development, the below key activities were
implemented:

1. Acquisition of 3geater bus for staff transport (to andtfH) level, and a-E@ater bus for the staff
assigned at the Quality Control Laboratory in Careysburg, Montserrado County.

2. Provision of Medical Coverage for staff and dependents

3. Enhanced woilife balance for staff through social activities and galgemeamts to improve staff
performance and productivity

4. Introduction of staff evaluation and appraisal to get staff feedback for improved management systel

Inperengtion d newv arganoyam

Based on SWOT and PESTEL analysis of the LMHRA, a new Organogleas been developed

along with the 5year strategic and operational plan and submitted to the Board of Directors for
approval. Upon the Boardds endor sement , It wi
has been sent to the Director of the CiviiSere e Agency (CSA) for the AL
needs.

Recrutmant of Additional Staff

To support the expansioscope of its regulatory activities, especially with the construction of the
Quality Control Laboratory for start of full compendia testing of medicines and health products, the
Authority will recruit additional staff especially technicahswell as supprt staff (both operational

& administrative)

Staff Remuneration

Thankstot he Gover nment of Liberia, who hastafft aker
remuneration compared to about 60% previously paid by GOL before up to 2019 before we took
over the management of the Authoritg,ay ment of L MHRA®s sal aries r
period under review. However, it is worth noting that despite the Authority beintgehnical area

(under the Health Sector) LMHRA staff are amongst the least paid in the country, compared to
other GOL entities.There is a need to augment staff salaries for retention of staff, especially in the
technical areas.
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4.1.2 Information & Commuations Technology (ICT)

As technology is key to efficient office and institutional operations, Management continued to place
more emphasis on improving its IT operationsith few topologieson the Network Infrastructure
revised, with improvement in Helpesk Support, Printer Servicing & Maintenance, Desktop
Support Services & Maintenance, Upgrade of Server and development of Database to support product
registration and other technical depaments, the following achievements were made:

l

There was also amtroduction and installation of a state of the art firewall, Cisco Meraki MX68.
The Cisco device provideexternally and internally secured connectivity against potential
threats such as rawmsnware or malware. There is accurate accountability of data usage through
monitoring and regulationData collection, storag@and retrieval of the LMHRA data is now
conducted with and undeihe supervision of the LMHRA ICTU.

Predicated upon the prevailinigealth situation worldwide, which has promulgated the stay home

or cut down of staffs within every sector, our ICT Unit has enabled staff to have remote access

to the server from their homes. In order to meet international standards for large data hgndlin
and management , the Authorityds corporate s
This, when completed, will enable our employees to have access to data and platforms at anytime
and anywhere, thus creating an exciting working environment fopéyees.

A new LMHRA website was developed, with improved features, including publication of all
registered medicines and health products in the counffhe Website, email server, and
DataBaseare hosted via a cpanel platform, also including social med&forms such as
YouTube, Facebookand LinkedIn The Websiteis directly managed by#h Aut hor i t yds
instead of an outsourcetird party firm as was previously done.

Corporate emails have been creatediégprand middle management stafithin the cpanel using
the official domain: Imhra.gov.lr.

The ICT Unit alsodeployedhe followingIT infrastructure to enhance operational effectiveness
and efficiency

o0 LAN/WAN (VPN) connection with dedicated VPN between the LMHRA HQ in Mamba to the
LMHRA Quality Control Laboratory in Careysburg, Lower Montserrado County;

o Installation of CISCO MX64 Firewall and Licenses;

o0 NAS (Network Storage Attached) for centralized storage of data across all departments and |
within the Authority;

o Developmenf a technical database to enable efficient product registratiomanketpast
surveillance;

o Installation of Fiber Dual Mode Interconnection (provided by Orange Liberia);

o Provision of power bank backups systéms;

o Installation of HP ProLiant Sedany AD DC Server.
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Bulk SMS Rollout

As part of our efforts to reach out to the public, a bulk SMS scheme was introduced with Orange
Liberia and MTN, upon obtaining of the shoedode (5054) through the A2P system integration
as was mandated by Orang#eria and Liberia Telecommunications Authority (LTA).
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A total of 250,000 persons were targeted, age range betweer6i8with monthly SMS rollout of
41,000 for a period of six months. Targeted locations included 70% in Monrovia, while 30% outside
Monrovia, including rural Liberia.

Bulk Messages sent out included the followifghe Liberia Medicines & Health Products Regulatory
Authority (LMHRA) is responsible for the quality, safety and efficacy of all medicines and health prodt
Liberia; BuyingMedicines From Buckets And Market Tables Is Dangerous To your Health; Please regi
all medicines and health products; Buying medicines that have changed color or the powder have cak
bottle is dangerous to your health; Medicines Are NotsMédiesseThey Work; Please report all re
stamped products to the LMHRA; Speak Up For Sa
have manufacturing date, address and expirati
all 9de effects of medicines to the LMHRA; Do not buy Medicines from those sbbigs), inuc&eks or

on market tables.

All these short messages were ended with: A message from LMHRA, For more Inquiry Call or Text to
orwww.Imhra.gov.Ir

All the above were achieved with an ICT Unit of three (3) persons. In the coming year, we will
strengthen our ICT Unit through acquisition of more stata-the-act ICT infrastructure and
software, as well as increase our ICT personnel to enable the folgpwi

A Complete migration to Microsoft Cloud (Azure Platform)

A Deploy of the Quality Control Lab Files, Print and DHCP Server

Deploy POE, GB and Managed Network Switch

Deploy higlend performance Access Point, to reduce timing out during work.

> > >
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A Considering thaouters and switches are the building blocks for all business communications, from
to voice, video and wireless access, we will deploy Cisco Routers across our network to incre
productivity, cut business costs and improve security arstogasgome

A Install intercoms systems and expand our power backup to enable after work backup and maintenz

4.1.3 Communications & Public Outreach

Engagements with the public is yielding an improved and diversified dimension with the
collaboration of te Communications and ICT Units in many ways, aimed at ensuring increase in
dissemination of information of regulatory activities across the length and breadth of the country, as
well as the world at large. Some of the activities that were implemented guhis period are as
follows:

1 On two occasions, the Managing Director led an arri
of independent media practitioners on a guided tour——
the minidQuality Control Lab (QCL) facility, the ..
proposed Statef the-Art Quality Control Laboratory
and the incineration site. The tour was meant §
provide more understanding of the kind of work thg
LMHRA Quality Control Laboratory does in
collaboration with support fom the LMHRA
management, the government and partners.

1T Erecti on of 806x50 bi
Paynesville, Gbarnga, Bong County; Bo Water in RESERIE BEEDI IS & IERITE FROSOCTS

X REGULATORY AUTHORITY (LMHRA)
Grand Cape Mount and Ganta, Nimba County.

MEDICINES OR HEALTH PRODUCTS SOLD IN
BUCKETS, BAGS OR ON MARKET TABLES

i i i Are Not Safe Due to Exposure
1 Five separate jingles were developed and aired on et e e L e
substandard and falsified (SF) medicines and healtk Adverse Reactions or Side Effects
i i Are either Expired, Falsified
pro.ducts,.as well as d.rug peddling dm_:al media Areather Enltea Faontasd B
radio stations and social mediay a period of one
month each.

1 These jingles have been translated into local <@
vernaculars and aired at the Regional Offices =
(covering six countiesas well as Montserrado &
parts of Margib). Vernaculars include: Mandingo,
Kpelle, Bassa, Vai, Gola, Gio, Lorma.

1 Four (4) major community outreach activities were

55 | 0777 140 555
1SOtmira gowr 1 Website, wure lemira gov e

carried out, mainly targeting streepeddling and & =R
combating of SF medicines.

Working closely with local authorities and professional organizations to deliver information and
design educational programs to create awareness and fight against falsified medical products and
their potentalld amage t o patients®& healt h, t he LMHRA,
proactive measures aimed at eradicating illegal drug peddling and abuse within communities.
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As part of the Authorityds efforts, the foll o\

1 A total of four (4) communityengagements were conducted between 2020 and 2021, with the
following objectives:
o Discourage drug peddling
0 Advice against the purchase of unregistered medicines (usage of expired, substandal
falsified medicines and healthuptegmongst the public
o0 Encourage the public to purchase medicines and health products from registered pharmac
outlets

The campaigns were carried out via radio talk shows, production i
airing of jingles, distribution of flyers, stickerd,-shirts and live drama

populated areas to adequately educate the public with respect toM
supramentioned theme in Morserrado, Bong, Margibi and Nimbdays#
Counties via live drama and interactive discussions with the public. P

4.1.4 General Administration

Administratively, the Authority achieved tremendously, from relocation to a bigger office building
in Mamba Point paid for by the Government of Liberia, to the acquisition of additional vehicles,
motorbikes, office equipment and supplies, to a-selictured office networked with centralized
storage capabilities and Internet connectivity.

Logistic& Maintenance
To support its operational effectiveness, the Authotitigreased its fleet from only 2 vehicles and 2

motorbikes to a fleet of eight (8) vehicles, four directly procured by the Authority and two donated
by Global Fund; seven (7) motorbikesix (6) directlyprocuredby the Authority.
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Toyota RAV4 procured for
ManagingDirector

] |

4x4 L76 Toyota Hardtop Jeeps to Suppc
Region 2 (Bong, Nimba & Lofa Countie:

5 s’ 2 'S
4x4 L76 Toyota Hardtop Jeeps donated by Global Fund to Supldatketst
Surveillance

For maintenanceand servicing of these vehiclesid motorbikes, as well as generators, a service
contract was entered into with local suppliers and vendors, after competitive bidding processes for
the supply of spare parts and maintenance. With this, the Authority remained efficient operationally,
though with need for additional logistics to support pestarket surveillancethe Regional & Sub
Offices, as well as operations at HQ

Procurement Services

Utilizing PPCCds guidelines and regulations o
procured equipment and other supplies for its smooth operations, including computers and
accessories, vehicles, motorbikes, as weltasying on competitive llding processs for the
construction of the temporary Quality Control Laboratory and the Ukkdéodern Quality Control
Laboratory Complex.

In preparation for full conduct of full compendia testing of medicines, the Authority procured over
US$100,000.00 with of reagents and chemicals, as well as glaases and other Lab supplies.

For proper accountability, for the coming year, the Authority will strengthen the Procurement Unit
to include additional staff and local trainings in procurement related caurse
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4.1.5 Client Service Center

In order to improve customer services, especially wif
product registration, a Client Service Center w4
established within the Office of the Managing Directo
staffed withone person, seconded from the Evaluation a§
Registration Department.

4.1.6 Decentralization

As we continue to find avenues for strengthening the LMHRA for full execution of its mandate, we
have begun decentralizing our regulatory activities to taeward countieghis has greatly improved
our efforts towards posimarket surveillanceand monitoring of border points

Region 2 officéBong, Nimba & Lofajvas strengthenedhrough the provision of a motorbike and a
4x4 Toyota Land cruiser Jeep andditional staffing Region 2 is sharing offices with the Liberia
Medical and Dentist Council (LMDC) in Gbarnga, Bong County. Based on our development plan,
the Authority intends to construct its Regional Office and accommodation for staff in Gbarnga, Bong
County in the comingyear.It is also anticipated that one sudiffice will be opened at the Ganta

Border Point, with additional staffingPlease see below pictosad f t he Regi onds st
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Region 3 ¢overing Grand Cape Mount, Bomi and Gbarpolgs openg, manned with five (5) staff
There are also plans for the construction of a Regional Office and accommodation at Bo Waterside
the coming year, 202Please see pictorials beldwor t he Regi onds acti vi ti

Realizing the necessity to ensure the qualggfety, and as part of strengthening the regulations on
importation of pharmaceuticals in Liberia, the LMHRA launched its second decentralization program
by the opening of a subffice at the Roberts International Airport (RIA)with a workforce of 13
staff As part of capacity building, a orgay training washeld for all RIA staff on SOPs for
conducting regulatory affairs at the Robertsternational Airport, covering the following topics:

SOP for review of documentation

SOP for Confiscation or Quairaof all Pharmaceuticals and Health Products
SOP for the inspection of Cargo

SOP for the release of Pharmaceuticals and Health Products

Checklist for document review

> >

> > >

The LMHRA Offices at the Roberts International Airport is housed in theulldgigms

During the inception period of its opening, MaréhSeptember 202@he RIA SubOffice detected
921 cartons, 1 pallet, 10,240 units and 2 unquantified boxes of assorted pharmaceuticals from 12
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different entities. Seventfive percent (75%) of these assorted pharmaceutical products were brought
through the RIA without Authorization to Import and Authorization telearby the LMHRA.

Additionally, thesub-officeintercepted 11 cartons, 15 palleasd 4 units of laboratory supplies from
five entities. Of these, 67% that came through the RIA were unauthorized by the LMHRA. In the
same manner 383 cartons, 4,453 units, 12 EA&535 pieces and an unquantified boxes of medical
devices were brought thrah the RIA with 69% being unauthorized. These unauthorized
importations of medical devices were associated with 16 entities.

Finally, 7,451,400 tablets; 26,633 cartons and 6 pallets were also tracked down by the LMHRA from
ten entities. 80% of these meaies were not authorized by the LMHRA for importation and
clearance.

With the above data, opening of the S@lfice at the Roberts International Airport was one of the
greatest achievements wedve made sincé&newé& t oo
Health Products Regulatory Authority (LMHRA). All the products that were not authorized by the
Authority were brought the country illegally, thus posing a threat to the population, as regulatory
requirements were not ascertained.

With the plan to construct permanent offices and accommodation for staff assigned at the RIA Sub
office, several meetings were held with Airport authority for the acquisition of land space.

Samples of some of the products monitored by the RIA Sub-Office coming through the Airport

Additionally, LMHRA was given right to viewing the ASYCODA System otiStoms;five LMHRA
staff, includingthree staff from RIA and two from LMHRA central officevere trained on the usage
of the Asycoda systerhy the LRA and he system was setup at both RIA Saffice and the
Inspectorate.

Expansion to the South East

Depending on the availability of resources (both finahand human), the Authority has earmarked
opening of two additional regional offices covering the Southeastern Counties of Grand Gedeh, Sinoe,
River Gee, Grand Kru & Maryland Counties. Considering the geographical size of these counties, it
is anticipated lhat one office will be in Zwedru, Grand Gedeh County, to cover Grand Gedeh, Sinoe
& River Gee; while another will be opened in Harper, Maryland County, covering Maryland and
Grand Kru Counties. Opening offices in these two counties is predicated uponulierability of

the border points, especially with Maryland County, where majority of commercial goods are
obtained through the international border point between Pleebo and Harper Cities; coupled with the
many unmanned porous border points.

Moreover, ries of meetings have been held with the Management of the National Port Authority
(NPA) to enable the LMHRA opeian office at the Freeport of Monrovia. This will enhance our
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monitoring efforts of allpharmaceuticaproducts coming through the seaport, agd ve done v
those coming through the Airport at the RIA.

4.1.7 Capital Developmé&ntnvestments
4.1.7.1Construction of Temporary Quality Control Laboratory

With LMHRAGOGs | aboratory capacity destroyed b
antmal ari al and other essential drug samples fa
of more than four million is at risk. Medicines without a manufacturing date, expiration date, or those
that are falsified pose serious health problems ts¢éhwvho consume them and can even be fatal.
Additionally, consuming poor quality medicines can result in economic hardship, lack of trust in the
health system, and contribute to antimicrobial resistance.

The LMHRAGs operations have direct i mpact on
disease conditions. Since the QC Lab was gutted by fire, lack of required technology, extensive
instrument breakdown and lack of reference materiddsior to the fire disaster in 2017, the
LMHRAG®Gs Quality Control Laboratory operated at
average of 500 medicines were tested annually via one or more compendia test parameters such as
identification, pH check, content iformity via weight variation, assay, disintegration performance

and dissolution performance. Due to capacity constraints (i.e., unavailability of thebgylimpurity
standards), the lab could not perform tests for related substances/impurities. Afeefie disaster

and up till now, the lab has not been able to conduct compendia testing. Product quality evaluation

is limited to minilab testing with visual inspection being the major focus.

Considering the abovehallenges, a critical area of focus EdMHRA is the national quality control
laboratory. LMHRA envisages a laboratory facility that is internationally accepted and accredited by
the International Standard Organization (ISO 17025:2017) andqualified by WHO.

With the strategic priority tor e st or e L MHRA®6s capacity to test
and registered for sale in the country, the Authority constructed a temporarysmigsib on it s
Farm property in Careysburdrom its local revenue generation. Please see below pittooiathe

newly constructed temporary QC Laboratory.
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Newly constructed QC Iloderont View

L

One of the Offices Anal ystsd Roo Night view of the Labpowered by Solar Pant

‘“} Ty

Reception Area Rear View of the Building
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Comparison between the Wet Area of the QC Lab in the rented apartment in Congo Town and the Cur
Temporary QC Lab in Careysburg:

Rented Facility Newly Constructed Lab

New Wet-Area (Lab)
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4.1.7.2Construction of the Ulxéodern Quality Control Laboratory

The construction of an UltraModern Quality Control Laboratory remains the main focus of the
Authority. During the period under review, several meetings with held between the World Health
Organization (Liberia Office, East Africa & Geneva), the Architéat,Contractor and LMHRA team

for discussions on the lab construction. After three months of meetings and redesigning of the
structure per WHOOs specifications, the fina
authorized by WHO to begin constructioworks.

Astakehol der so meeting T tion
LMHRA®s Quality Control el d
Mamba Point Hotel on Tuesday, 29 September 2020.
attendance were representatives from:
A United Nations Industrial Development Organizatio

(UNIDO) |
A World Health Organization (WHO)
A The Global Fund (Fiscal Agent)
A Chinese Medical Team
A Supply Chain Management Unit of the Ministry o

Health (SCMU)
A Medicins San Frontier (MSF) France
A United States Pharmacopeia (USP/PQM+)
A USAID
Also in attendancevere LMHRA staff, including its Managing Director, Pharm. Keturah C. Smith,
the Technical Advisor to the MD, and other technical staff drawn from the QC Lab, the Inspectorate
& PostMarket Surveillance Department, Pharmattigilance & Clinical Trials Depament,
Medicines Evaluation & Registration Department, Communications Unit, Finance, Programs &
Planning, as well as Procurement.
The main objective of the meetingwasgoet st akehol der sd suppofort , b

the construction of thé.aboratory Complex to ensure the safety and efficacy of medicines and health
products in Liberia, thus improving the health sector.

Key action points emanating from the meeting included the followiftigat LMHRA must present
drawings and designs to thé&/orld Health Organization and USP (PQM+) for input and guidance,

since the WHO will have to prgualify the LaboratoryLMHRA to Follow up with the Ministry of
Health to obtain the official report of the F
Laboratory within the JFK Medical Center and share with partners (USAIBJonduct
Environmental Impact Assessment of the Construction Sievate discussion with other donors

and engage the Private Sector for their contributidrcquire and show commitants from the
Government of Liberia and other donqi&ngage the Ministry of Health (the Health Sector) on the
LMHRAGs aspiration, seeking their support
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Pictorials of the Stakeholdersd Meeting

@) o s
O SPARK

Over the period, the Authority has engaged with stakeho#ite the Government of Liberia for the construction

of the Lab Complex. Initial support from the GOL was received, the plans and designs of the laboratory were
shared with USAID/USP and WHO. Both partners endorsed the plans and blue prints, prior emcemeant

of construction works.

Per the pictures below, construction of the foundation i83% and is expected to be completed by
end of theJanuary2022

New Lab Design
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MD tours Construction Site

View of formwork for ramp View of form wok for access ramp View of formwork for basement beam

View of conduit

View of foundation with stair starter View of round poles as support for basement formwork ~ View of basement being prepared for stair
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Anticipated results from the construction of a modern Quality Control Laboratory

Utilizing the opportunities made available through our various partners, the LMHRA envisages the
following outcomes from the construction of its modern laboratory complex:

National Quality Control Laboratory more spacious and fully operational.
An ISO 17025:2017 accredited and YrEgualified laboratory.

Robust quality assurance of medicines & health products.

Expanded service delivery & Optimal Health Outcome

Reduced ndye economic and social impact of paying for substandard medications for the treatme
diseases.

Improved medicine safety information dissemination.

Increased revenue for LMH&A the naiioral QC Labaatary is WHO-pregaalified or ISO 17025
accdlited, henit canbecontractetb mrfarm QC tesing of grant-funded praducts

I I I > >

> >
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41.73P1 anned Constructi on of,RegibidlfOAices & Reésidential n a | H i
Structures

As part of its development plans, the Authority has earmarked dbestruction of its National
Headquarters in Monrovia to avoid the payment of rent by Central Government. The major hurdle
for this construction is the acquisition of land space, which will cost the Authority up to
US$250,000.00. The total project costastimated at US3.8M.
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Proposed Regional Residential Buildin
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4.1.8 Donor Engagement & Support

The three main donors to the LMHRA during the period under review were: Global Fun@igbt

TB, Malaria & HIV/AIDS; the West Africa Health Organization (WAHO); and Promoting the
Quality of Medicines Plus (PQM+), through the United States Pharmacqpeih the World Health
Organization (WHO) providing technical support, especially with tled construction, and the
World Bank, with support for lab supplies and equipment and support for pharmacovigilance
activities.

Following are details of support received from each of the donors during the period under review:

4.1.8.1 USP/POM+ Support

., The Promoting the Qudity of Medadnes Plus

sim’USAID ‘Q (PQM+) Program is a fiveyea coopzéative
®
wh ©

GuME L FROM THE AMERICAN PEOPLE ageanent (No. AID-7200AA19CA00025 bewean

the U.S. Agercy for Internationd Developmert
(USAID) and theU.S Phamacopeaa Convertion (USP) to sustainably strenghen medcal product
qudity assurance systemsin low- and middle-income courtries (LMICs). POM+ workstoimprove
medca product qudity through crosssectord and sysems strenghering appoaches and the
appication of internationd qudity assurarce standads across the pharmaceuica system. By
sharing sdertific expetise and providing technica suppat and leadeship, PQM+ hdpsto crede
resilient and sustainalde locd hedth systems tha ersure access to qudity-assured essertia
medcines for HIV/ AIDS, tubeculoss, maaria, nedectedtropica diseases, and othe infectious
diseases as well asfor reproductive, maternd, newvbarn, and child hedth.

The USAID Misson to Liberiarequested support from the PQM+ programto provide technical
asgstance tostrengthenL i b e reguladbysydem, specifically focusedon supporting the Liberia
Medicines and Health Products Regulatory Authority (LMHRA) and its Quality Control
laboratory. PQM + visited Liberiain December2019for a smpingVvisit; basedon the observations
madeduring that visit, the programproposedhe following activiti es:

1 Performa rapid assssnentof the pharmaceuttal market to identifythreats to qualty- assired
medonesn Liberia

Conductnanalssofsleted. MHRA fundionsandfees

1 Performanin-deptrassssnentoflaboratoryeedso allow badc fundionality

1 Develomdrategiglanforthelife oftheprogranandspeific adiviti estobe mplerentd
throughheendof Septeber2020.

YEAR 1 PROGRESS

The COVID-19 pandemisignificantly impacted the program in its stattp year, as well as its ability
to implement work at the country level. Eventually, the program started with virtual meetings for
technical support.

During the first year of implementation, thérst three activities abovefi the rapid assssment,
analsis of LMHRA functions, and the lab needsassessmentfi werefinalized. All three activities
took into account the findings of the last World Health Organization Global Benchmarking Tool
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(WHO GBT) from 2017 and built on those recommendatiors. It wasnoted that limited progress
hadbeenmadein addressng findingsfrom that assessnent.

Draft reportson both the rapid assesmentof the phamaceutical marketand theanalsis of selected
LMHRA functions and feeswere submitted andreviewedby the PQM+ technical team. The final
draft was completedduring the quarter and shared with the Misson. Findingsindicate that the
LMHRA is severelyrestri ctedin performing keyregulatay functions dueto limited capadiy of staff
andfunding constraints. Furthermore,fundanentalpolicies, regulatiors, andguidelinesthat would
provideanadequatenablingenvironmentfor LMHRA to performits dutiesstill needsto bedrafted
or enacted.

Finally, the assesamentof lab functionsocaurred virtually with lab staff in collaboraionwith a local
consultantandPQM+ Quality Assurance/Quality Contro{QA/QC) expert based in Ethiopia.The
report wasfinalized during the quarterandsharedwith the Misson.

During quarter 4,PQM+ sharedthe results of the assessment and plansfor moving forward with
the Misdon. At the end of Septenber, the LMHRA invited PQM+ to a meeting with other
stakeholdes to discuss the LMHRA dptansto relocate the lab to a new temporary space newly
constructedlocated outside Monrovia( Ki ng 6 s F ar amdinit@te plangts tuildraggw
ultra-modern laboratory complex to hold all four units of the Laboratory, plus offiEeBowing this
meeting,PQM+ met with the LMHRA to disass proposedactivities.

YEAR 2 PROGRESS

Year 2 started with building on what was planned and started in Year 1. During th@uarter,
POM + facilitaed the development of alist of priority reguaions tha suppat implementaion of
theLMHRA Act of 2010. PQM + dsosuppated the mgpping of requred legslaion and sponsor ed
atrip for senor staff of LMHRA totravel tothe GhanaFDA on astudy visit. Following the study
visit, the LMHRA organized aspecid committee for dratng the regulaions. PQM+ has dso
facilitated establishment of a PostMarket Surveillance Technical Working Groupnauguraed
Decembe 18,2020 with achar and vicechar elected.

Supportby POM + Objective

Objective 1. Governarce far medcal product qudity assurance systems improved

Thelack of reguaionstosuppat the LMHRA Act of 2010 hasbean amgor chalengeto improving
governanceof medcd product qudity assurancein Liberia During Q1, PQM+ lad the foundetion
for good governance and reguaory practices by building consensus through disausson with
LMHRA on the purposeand design of proposed regulaions and astraegic plan.

PQM+ coordinaed with the LMHRA to complete the mgpping of required legidation by reviewing
the LMHRA Act of 2010 and other documents, like the institutiond development plan based on the
WHO Globd Benchmarking T od for self-assesament and the strategic plan of 2011 TheLMHRA
and PQM + idertified 27 reguaions tha neal to bedeveloped. Priority reguaionswill strengthen
enforcement actions, medcines regstraions, maketing surveallance and medcnes importaions.
Oncethesereguaionsarein place, they will promote goodgovernanceof themedcd product qudity
asrance sysemin Liberiaby ensuring transparency, acoountability, efficiency, and flexibility .

PQM+ arranged and supported a fixaay (November 29 December 3, 2020) studyisit tothe
Ghana FDA for LMHRA®& managing director and two other senior staff. The PQM+ Liberia
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consultant accompaniedthe LM HRA ddegaion to Ghana T hevisit has strenghenel coll dboraion
beween the LMHRA and the Ghana FDA. It dso dlowed the LMHRA to learn from Ghana®
success(including reguaions development) through in-person workshaps, where FDA staf gave
14 presentaions and Sitevisitstolaoraories in Accra and the Tema Port.

As a result of the visit, LMHRA set up a committee for drafting priority regulaions, depending
heavily on lesons learned from Ghana, with technical guidance froPQM +.

Support for development of LMHRA Strate@p&ational Plan

The most recent LMHRA threeyear straegc plan expired in 2015 and has not been revised or
updated With the intent to develop a new Strategic PlabhMHRA leadership coordinaed with
PQM+ to complete the terms of referencefor aconsultant to suppat development of a five-year
straegc plan.

POM+ hired a corsultant to
support LMHRA $develgpment of
the strategic plan. In February
2021, the consultant conducted a
desk review of key doauments and
submitted an incepiton report to set
thepro j stenelidies benchmarks
and tools, which PQM+ shared
with LM HRA. The consutant also
caried out a stakeholder mapping
and andysis from within the health
sedor. In March of the same year
the PQM+ consultant traveled to Liberiato mee with LMHRA leadeship and boad membes, the
Schml of Pharmacy, Libe r dclaebpharmacst, and the deptty minister of planning at the Ministry of
Health. On March 4, during astakehobdersmeetirg at theBelaCasaHotd in Monrovia, the consultant
presental an overview of the new strategic plan.

On April 28in Monrovia, LMHRA managementandits boardof directors, representingthe Ministry

of Health, School of Phamacy, Ministry of Justice, Ministry of Commerce, and the Corsumers
GroupsAssciation, validatedthe drafted Srategic & Operational Pan.In May, PQM+ submitted

the final copy of the Strategic Plan to LMHRA. In June, PQM+ conducteda human resources
assesgmentat LMHRA, which included interviewing 15 employess, including the managingdirector.
Results from this exercise will help LMHRA address its human resource capaity challenges. The
draft Strategic & Operational Plan has been submitted to the LMHRA Board of Directors for final
review and approval.

Objective 2: Country and RegionBegulatory Systems to assure the quality of medical products in the
public and private sectors improved
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In Octobe of 202Q the LMHRA lab relocaed to atemporary facility constructedin King& Farm,
Caeysburg, aout 39 kilometers from centrd Monrovia To suppat the laboraory relocaion,
PQM+ advised on equpment decommissoning and instdlaion, packing, transportaion,
documentation, and invertory of equpment and chemicas.

POM+ dsodevelopad astandard regstry for equpment, chemicds, and gpparaus. The LMHRA is
using the regstry as a resource &s it inspects the leboraory® inventory. Additiondly, PQM+
reviewed LMHRA® new laboratory design and submitted its comments to the LMHRA for
consideraion. The comments were used to finalize thew lab design with the World Health
Organization. Construction of the foundation is ongoing now.

Support for Podtlarketing Surveillance

On Decembe 18, 2020 the LMHRA, with the suppat of PQM +, succesdully launched the Post
Market Surveillancelechnical Working Group PMSTWG) for Liberia T helaunchwasatendel
by 26 stakehdders (including online participants) fromthe LM HRA, LiberiaNaiond Police, Liberia
Pharmacy Boad, WHO, Liberia Drug Enforcement Aency, Ministry of Heah Suppgy Chan Unit,
Naiond Mdarid Control Program, Naiond AIDS Control Program, Centrd Medcines Stores,
Naiond Tubeculosis Control Program, and the Ministry of Hedth Negected Tropicd Disease
Control Program. This TWG oversees PM S activities in Liberiato ensure an integraed and
harmonized sygem.

POM+ asdgsted the LMHRA to develop aToR for the TWG and hdped organize the inaugurd
meding. Members of the TWG elected achar (fromthe Centrd Medcines Stores) and vice dar
(fromthe Naiond Mdarid Control Program). LMHRA headsthesecretaria in accordancewith the
PMSTWG ToR.

PQM+ conducteda five-dayworkshopfrom March 1 to 5 for 23 membersof the National Technical
Working Group on Post-Marketing Surveillance (TW G-PMS). The training focusedon risk-based
post-marketing surveillance. Participants joined from the National Malarial Control Program,
National AIDS Control Program, TB and Leprosy Control Program, County Health Tean,
Negdlected Tropical DiseasesProgram, Central Medical Store,andLMHRA. The training workshop
introducedthe MedRStool andits apgdicationsto participants, who usedthe MedRS toolo evaluate
risk factors associated with medicines, courties, cities, and facilities. At the end ofthe training,
participants succesdully developed risk-based PMS protocols for antimalarials and MNCH
medicines. The USAID Misdon in Liberiavisited the training site. U S A | Bdalth Office Director
encouragedparticipants to make the most of the training.

In June,PQM+ coordinatedwith LMHRA to validateguidelineson RB-PMS andthe sampling and
testing protocol. T he validation meetingwas attendedby 23 peoplefrom LMHRA, the Phamacy
Board, Ministry of Health disease control programs, and the Central Medical Store. FQM+ also
trained 18 sanple collectors from the nationaldisease control programsand LMHRA. Later, sample
collectors spent eight days collecting 303antimalarialandM NCH medicinessamplesin Nimba,Lofa,
Gbarpolu,Sinoe andGrand Gedeh.

Investigation into Sale of donktedicines

Several African countries have repated medicines being diverted from public facilities to private
phamacies, medicinesstores, clinics, andopenmarkets, including Liberia This practice canleadto
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stock-outs of esential medicinesin the public sector. In Liberia, malariais endenic andstock out of
anti-malaridsin public facilities could have a devastating effect.

On February 26, PQM+ receivel arequeds from USAID& LiberiaMisdon to as@rtain the allegtion
that private markesin Montserado County are sdling ACT s procured by PMI and the Globd Fund
(GF).PQM+ coordinated with LMHRA, USAID Globd Health Supply Chain Programé Procurement
and Supply Management proed (GHSC-PSM), and the Central Medicines Store to investigate the
allegaton. LMHRA inspetors inspeced 56 private phamacies medicines stores dinics, and open
markes in Montserado (Monrovia and Paynesille) and Nimba (Ganta). The LMHRA inspectors
acted as mystery shoppels to purchag ACT s, antiretroviral drugs (ARVS), and mosquito nets from
medichesstoresand open markets. The PQM +-led investigaion found evidencethat the open markets
in Monroviaand Paynesvill eare widely selling ACT s and mosquito nets procured by PMI and GF. It
also found that 12 percent of medicinestoresvisited in Monroviawereseling ACT s procured by PMI
and GF. PQM+ sert a detaled report to the USAID Mission in Liberia. PQM+ also presened the
investigation findings d the FY 2022 Malaria Operaiond Plan meeing held from March 22 to
March 31.

Support to the Quality Control Laboratory

The LMHRA quality control lab hasbeenamajor source of revenue asthe Authority collects feesy
screening medical productsasthey enter the country. However, the lab is currently not saeening
medical products, largely dueto the lack of needd laboratory supplies. POM+ is pracuring at least

133 essential reagents, 374 apparatwses, 10 high-performance liquid chromatography (HPLC)

columns, adissolution tester, and 10 sets of minilab reference tabletsand consumables. These items
will allow the LM HRA to resume basic QC saeeningof medical producs. During this year,PQM +

is focusing on supportingthe LMHRA to developa pracurementplanandpolicy for lab consumables
andreagents to ensure the use of qualifiedvendorswhile considering financial value.PQM+ is also
working with the lab to develop a costing model for lab tests. The modelis expected to help the
LMHRA to recover actual testing costs. Additionally, POM+ sponsoredive LMHRA QCL lab staff

membesto travel to the USP Ghandabin March, wherethey participatedin basic QCtraining.

The lack of a completeand effective QM S in the LMHRA QC lab is adversely affecting LMHRA 6 s
capacityto ensure that only safemedcinesreach the Liberian peopleln April, PQM+ reviewedthe
status of the | a bQBIS documentation and agreed with LMHRA on a plan for document
developmentPQM+ also deliveredathreedaylSO/IEC 17®5:2017QM Sawarenessraining to 34
LMHRA employeesin April. Participants included staff from LMHRA & s mingstdation, human
resources, internal auditing, financeandQClab.PQM+ inspected key equipmentatthe LMHRA lab
and trained two staff in equipment preventive maintenance,then trained nine andysts on
measurement uncertainty and internal auditing.

Additionally, PQM+ sponsored five LMHRA QCL lab staff members to travel to the USP Ghana lab
where they participated in basic Quality Control training focusing on the following topics: Reference
Standard Management, Loss on Dryin¢PLC, Good Weighing Practices, Good Laboratory
Practices, KF Titration, Proper use of Pharmacopeias, Good Documentation Practices, Basic
Laboratory Safety, Analytical Methods Validation/verification Transfer, Disintegration Tester,
Dissolution Tester, Ultaviolet ¢ Visible Spectrophotometer and Friability. LMHRA QC Lab staff
trained were:

A Pharm. Akoi Fahnbulleh, Lab Director
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A Albert D.Z. Gbusseh, Deputy Quality Control Manager

A Pharm. David P. Namakpeh, Quality Assurance Manager
A Mr. Daniel F. Gbotoe, Lab Aalyst

A Pharm. D. Nelson Tweh, Quality Assurance Officer

—

> . _
Mr. Geoffery Kwabla Togoh from far lift posting with KF Titratiorpractical
QCL LMHRA staff. In the middle is USP Ghana St D. Nelson Tweh Hands On

7 : \
Mechanical Calibration of Dissolution

Dissolution Performance Verification Test
HandsON Training

Support for Dossier Evaluation

PQM+ also delivereda 10-day intensive training for 13 employeesof the LMHRA March 1810 o
Dossier Evaluation. Theraining topics included medicinesdosser evaluationusing the Common
Technical Document (CTD) format, API sability, phammaceutical product development,
manufacturingand process validation, bioequivalerce, APl specification, and more. The USAID
Misdonin Liberiaalso visited thedosser evaluationtraining. Spe&ing to participantsatthetraining,
US Al Buppdy chain advisor/GHSC-PSM activity manager encouraged participants to take the
training seriously. T he 13 participantsall achievedcertification at the endof the training. LMHR A 3 s
ManagingDirector, speaking at the closing cerenmony, laudedUSAID and PQM+ for the training.
The director also encouragedparticipantsto put into practice whatthey havelearned.

Medicinestregistration isoneof LMH R A Kegregulatoryfunctions. Asaresult of PQM+ 6 shnitak
assistance, in April andMay, LMHRA conductedtsfirst dosder evaluatins since 201740 dosders
from abackiog of morethan 150wereevaluatedln June,PQM+ delivereda 10dayhands-ondosser
evaluationtraining for nineLMHRA senior dossier assessors.
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Risk-based approach PMS training at Cape Hotel

v e
o e B I

A Team from USP Ghana/PQM+ (USP Ghana Director, Boateng; USP Consultant Botoug)s
the LMHRA Temporary Quality Control Laboratory Facilities in Careysburg
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Support for Local Manufacturing

The supply of quality assured essential medical productsis important to public hedth. During the
period under review,PQM+ helped LMHRA conduct a oneday gap analsis of Global
Phamaceutical & facility in Monrovia. PQM+ releasedthefindings of the assessmentto LMHRA. In
addition to laudingP Q M + réport, LMH RA dnsanagingdirector hassaidit will informtheagengd s
decision onGlobal Phamaceutica | ofpesaton in Liberia.

Pictorials of wvisit to Global Phar maceutical sd Facilities wi
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4.1.82 Gl obal Funddbs Support

During the period under review, the Authority received a total of US$356,400.00 (THrewlred

Fifty -Six Thousand four hundred from Global Fund to support the Strengthening of LMHRA in
assuring the quality and efficacy of medical products on the Liberian market, includingrzo&et
surveill ance. Key achi evrdaeng thesperiod asenDevelopmmerda & F u
validation of a Quality Assurance Plan, procurement of lab equipment, reagents & chemicals, as well
as office equipment, furniture, and other supplies; hiring of consultants to begin strengthening of the

A u t h o Phammgcovggilance System, maintain and calibrate equipment in the LMHRA Quality
Control Laboratory. In addition to the above, two vehicles were procured and supplied by Global
Fund to support postmarket surveillance activities across all regions in thartdoy.

LMHRA Biennial Report: 2020 62021:0 Ensur i ng t he Safety, Efficacy & Qual
Products

Page48of 87 | |



















































































































