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Background

To operationalise this initiative,
Medicines Regulatory
Harmonisation Projects were

The African Medicines
Regulatory Harmonisation
(AMRH) Initiative came into

force in 2009
These projects are operating at

different levels of maturity
This initiative was established
by African Union Development
Agency (AUDA-NEPAD) and
Partners

AUDA-NEPAD

EAC-MRH launched in 2012

Aim of AMRH to improve access to
medical products and technologies
in Africa through harmonisation of
medicines regulatory in five regions
in Africa (SADC, EAC, IGAD, ECCAS
and ECOWAS)

The EAC and other harmonization Initiatives in Africa are the pillars to the AMA

established in all these regions.
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To evaluate the effectiveness and efficiency of
the current operating model of the EAC-MRH
Initiative including the challenges it faces as well
as identifying opportunities for improvement from
regulators’ and applicants’ perspective.

Objectives

Determine the strengths and

weaknesses of the initiative. Identify the ways of improving

the performance of the work
sharing programme.

Identify the challenges
experienced by individual
authorities and industries
throughout the life cycle of
the EAC-MRH initiative.

Obtain the views of the individual

medicines’ regulatory authorities
of the EAC-MRH initiative and

Envisage the strategy for
moving forward

Methods

Study Tool

EAC JOINT ASSESSMENT PROCEDURE
PROCESS EFFECTIVENESS AND EFFICIENCY RATING (PEER)
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C: Challenges

Benefits of the EAC-MRH Initiative to applicants

B: Benefits

Reduced burden as applicants
compile one dossier (modules
2 -5) for submission to multiple
countries.

D: Improving the

performance of

the work sharing
programme

E: Envisaging the
strategy for moving
forward

Savings on time and resources
as they receive same list

of questions from multiple
countries enabling compilation
of a single response package.

o)

Shorter timelines for approval
compared to that for the
individual countries.

Access to various markets
at the same time.

Benefits of the EAC-MRH

Initiative to patients
South Sudan

Uganda

Quicker access
to quality assured

Reduced prices
of medicines is

Study

Kenya
medicines

and increased (
availability of

not yet a benefit
of the initiative to

Rwanda patients

Participants
(NRAs)

Results

General Benefits of the EAC-MRH Initiative

Building of capacity
for assessors

Information sharing

among regulators for approval

Shorter timelines

ODHO®

medicines
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Burundi
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Zanzibar

General Challenges of the
EAC-MRH Initiative
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Central Submission Detailed
Registration & Tracking Information

Lack of ability to Lack of

mandate central centralised information on

registration submission and the process for
tracking applicants

Jurisdiction Dependence
Power

Lack of detailed

Dependence on
Lack of the countries’
jurisdiction orocess for
power communication
with applicants

Tanzania

Inadequate human resources | NN NN

Failure by manufacturers to follow the requirement to submit _
the exact same dossier to all countries of interest

Challenges at

country level
assessing EAC-MRH
products

Harmonisation of regulatory
requirements across the

Shared workload resulting in shorter timelines for
approval than in individual countries

Training to improve the performance of the assessors

General Benefits
of the EAC-MRH
Initiative to
regulators

Provides the platform for interaction and
information exchange with other regulators

Improved quality of dossiers submitted

Enables application of high standards of
assessment regardless of size of country or...

Country Challenges in
reviewing the EAC-MRH
applications

Not Implemented

Regional guidelines exist but are
not always fully implemented in the
national regulations

Structured Mechanisms

Lack of structured mechanisms for
execution of the joint assessment
procedures

Clear Mandate

Failure by manufacturers to adhere to deadlines _
for response to questions

EAC work not recognised as part of agency work to be -_
done during working hours

Poor record keeping and tracking of EAC products [ ]
Unpredictable schedule of commitee meetings [N

Lack of priority review for EAC products [

Lack of buy-in from expert commitee(s)
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Different Application Requirements

Differing application requirements in
different countries for example labeling
requirements

Delayed Adoption

Some member countries delay
adopting the recommendations from
the evaluation process

EAC process is more stringent than some
country processes

Lack of information on country websites and the
EAC website about the process, milestones...

Challenges for
applicants of
the EAC-MRH

Initiative

Lack of clarity about the process for submission
and follow up in each country

Differences in time to implementation of EAC
recommendations by member countries

Differing labeling requirements in
participating countries
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Use of risk-based
approaches e.g
reliance pathways Y,
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Ways to improve
effectiveness of the
EAC-MRH Initiative

Minimise
the need for
Make publicly available country specific
any information that
might help applicants
in managing their
submissions

documents
Decision making
transparency e.g
publishing Public
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interaction with
stakeholders

Consistency
in application
process and
decisions

Publishing approved
products

Ways to improve efficiency of the EAC-MRH Initiative

» Improved central tracking of EAC products

» Use of robust IT systems

Compliance with target timelines by
measuring and monitoring each milestone
in the review process

Specific and clear requirements made
easily available to applicants

Centralised system for submission of
applications and communication with
applicants

Improved resources e.g number of assessors

Recommendations
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A harmonised and Need for engagement

robust system for with Industry and clear
tracking applications registration procedure
should be developed for the EAC Process

oS y

Make publicly available
information applicants
will use to manage their
submissions

Strengthening the Establishment of an

EAC-MRH coordination EAC regional medicines
mechanism agency

Stronger mutual
recognition is
needed between
member states

Initiate training and
build capacity

Sustainable Resources and Funds

Lack of a clear mandate between
the leading agency and the EAC-
MRH secretariat

applicants about the performance
of the programme to date.

Lack of sustainable resources and
funds dedicated to EAC-MRH
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