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Dear all,

As we approach the last quarter of the year 2016, Afric Regulatory harmonizatioagenda in Africa.
Medicines Regulatory Harmonization (AMRH) would like
share with you some of theuccess stories in the work tha
we do regarding medicines regulatory harmonization. T
previous newsletter highlighted many achievements ove

AMRH has also accelerated work on the implementatior
the AU Model Law at regional and national level.
addition, AMRH has also provided support to ti

. _ . : Organization for the Coordination of the Fight Agair
six month period, this one is packaged to showcase what £ qemic Diseases in Certrfrica (OCEAC) which is tt
have been doing in the last 3 months covering Jtg

September 2016.

health organ of the Central African Economic and Moneti
Community (CEMACH combat the use and sale o

AMRH has intensified its work on joint medical doss Ccounterfeit medicines in Central Africa.

evaluations especially in the East African Community and Lastly, AMRH has presented the prelimineggults of the

Southern African Development Community (SADC) throl pac pilot M&E antkceived feedback. This M&E approa

the ZaZiBoNa initiative. This is in line with the medicines will be rolled out to other regions and countries.
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EACMRH programme Third Joint Medical Dossier Evaluation assesses 27 applications 3

NEPAD receives feedback on compiled regional AMRH M&E preliminary results report 6

SADC Medicines Regulators Forum review progress on Phase | of MRH activities, develops work plan for th 10

implementation of phase Il

13 new products assessed atZAZIBONA Assessors meeting, 6 recommended for approval 12

ABOUT AMRH

African Medicines Regulatoridarmonization (AMRHProgramme

The African Medicines Regulatory Harmonization (AMRH) initiative is a programme of the African Union (AU) implg
as part of the Pharmaceutical Manufacturing Plan for Africa (PMPA). Undérkh8 YS & { G NBy 3G KSy A
9ljdzAGe yR 5S@St2LIYSyid Ay !'FNAROIéS GKS 1! [ 2yFSNByY
Assembly Decision 55 (Assembly/AU/Dec.55 (IV) taken during the Abuja SumnmitianyJ2005 whichmandated the
African UniorCommissiofAUCYo develop the PMPA withirhe framework of the NEPADhe programme started in 200
as a response to addressing challenges faced by National Medicine Regulatory Authorities (NMRAS) in Afrid
challengesriclude; weak or nomoherent legislative frameworksedundant/duplicative processesluggish medicine
registration processeand subsequent delayedkcision, inefficiency and limited technical capacity, among others. The
of AMRH is guided by threfocus areas: policy alignment, regional integoatiand harmonization, anthuman and
institutional capacity development.

The programme works icollaboration with the AUCPanAfrican Parliament (PAP), World Health Organization (WHO)
and Melinda Gate Foundation, World Bank (WB), UK Department for International Development (DFID) a
GovernmemtPEPFAR and Global Alliance for Vaccines and Immunization (GAVI). The AMRH Stratdgiindaine
strategic direction for thenedicinesharmonization ageda in Africaand provides direction to advance tlevelopment of
the pharmaceutial sector and provideguidancein monitoring andevaluation.

Our Vision in Africa
African people have access to essential medical products and technologies
Our Mission inAfrica

Provide leadership in creating an enabling regulatory environment for pharmaceutical sector development in Africal
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EACMRH programmerl hird Joint Medical
Dossier Evaluation assesses 27 application

EAC joint | New | 35 27 23 4 0| 6
assessment

The East African Community (EAC) regional experts on medicines evaluation and registratic

technical experts from the World Health Organization (WHO) Prequalification and the Swiss ¢
for Therapeutic Products, held a successful Third EAC Jusstdd Assessment of medical produc
to review a total of 35 new applications. This aninitiative of the EAC Medicines Regulatc
Harmonization (EA®IRH) Programme and resulted in the assessment of 27 applications of whicl
were queried, 4 registerednd 0 rejectedand took place from 8 ¢ 12" August 2016 in Entebbe
Uganda.

The meeting is a followp on the First and Second EMRH Joint Dossier Assessment meetings t
in October 2015 and May 2016 respectively. The main objectives of this Tinir®desier Assessmer
meeting was to assess 35 new applications for registration, as well as to share knowledge and
skills in assessment quality, safety and efficacy data with the aim of ensuring consistenc
harmonization in decision makingmong NMRAs. The workshop was also attended by ex
observers from the Ethiopia Food, Medicines and Healthcare Administration and Control Autl
NEPAD Agency, World Bank (WB), Bill and Melinda Gates Foundation (BMGF), WHO and Unit

Pharmacop@.

Overall, the main aim of Joint Dossier Assessments is to increase access to medicines,
capacity, work sharing and confidence building among National Medicines Regulatory Auth
(NMRAS). It also serves as a foundation for future mutualgeition of regulatory decisions amon
NMRAs of EAC Partner States.

During the workshopPr Dan Hartman, Director of Integrated Development at BMGF thanke
participants for their unique contributions in the implementation of the African Medickegulatory
Harmonization (AMRH) agenda. He stated that regulatory affairs have been prioritized by |

noting that Warren Buffett had also partnered with BMGF in supporting MRH programs.
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@S2%%, AT IMPERIAL RESORT BEACH HOTEL ENTEBBE-UGANDA 8™- 12MAUG ,2016 oS52%,

He called on EAC to strive to be a blue print for medicines regulation implementation angrtve

efficiency in regulatory activities through the elimination of ABCs (Arrogance, Bureaucrac
Complacency). Dr Hartman also informed the meeting that BMGF has plans to appoint a new
Regulatory Officer to be based in Africa, upon the retieat of Dr Vincent Ahonkhai at the end «

2016 who has been very instrumental in advocating AMRH initiatives.

NEPAD Agency Pharmaceutical Coordinator, Mrs. Margareth Ndonfigdada applauded EA
Partner States NMRAs for showing commitment to medicingslegory harmonization since 201:
She stated that the role of NEPAD and the African Union (AU) was to facilitate implemen
coordination and advocacy in improving access to medicines in all Regional Economic Comr

(RECs) in Africa.

In addition Dr Samvel Azatyan, Group Lea@apacity Building, Regulatory Systems Strengthel
Team from WHO noted that the initial efforts of EAC NMRAs were yielding results and that Wk
Swissmedic would continue to provide technical support to EAC regiomartex Mr. Apollo
Muhairwe, Senior Operations Officer at WB commended product development partners lik
Alliance, Foundation for Innovative New Diagnostics (FIND), DnDi, Medicines for Malaria Vv
(MMV), PATH and International Aids Vaccine InitiaMe/1) that have shown a willingness
interface with MRH Programs especially in the areas of clinical trials, marketing authoriz

pharmacovigilance and post marketing surveillance.

Besides the assessment of dossiers, regional experts identifiecités that require Good
Manufacturing Practices (GMP) inspection or assessment by document review. They also e
waysof improvingpredictability and efficiency of the joint evaluation process.
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NEPAD supporting Central Africa to comk
use and sale of illicit, counterfeit medicines

The NEPAD Agency has reaffirmeits

commitment to supporting the Central Africa
region in the development and implementatio
of the Plan of Actionagainst Counterfeit
medicines through the fAican Medicines
Regulatory Harmonization (AMRH) programm

This commitment was emphasized during tv
separate but related meetings that took place
Douala, Cameroon from #1¢ 239 June 2016.
The objective of the meetings waspat in place
strategies for combatting the use and illicit sal
of counterfeit medicines in the region.

The African Union (AU)
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NEPAD Agency emphasized thatsupport will
mainly focus on four (4strategic areas whict
include:

(a) supporting the implemerdtion of the
Plan of Action

(b) Coordinating aml advocacy of nationa
and regionahctivities at continental leve

(c) Sreamlining the implementation of the
Model Law on medical product
regulation with the implementation of
the Plan of Action and the Comma
Pharmaceutical Policy in Central Afri
Region

(d) And nonitor and evaluate the Plan o
Action as contribution to impning
access to safe, efficacious and affordal
medical products.

Central Africa Ministers of
Health adopt Communique and
endorse Plan of Action

During the meetings, a report of a situatic
analysis orcounterfeit medicines in the Centre
African Member States was presentedhe
report showed thatillicit trade in drugs accouni
for 25% of the pharmaceutical marksizein
countries whee it is poorly developed but goe
up to 55% in countrieg/hereit is developed.

The Ministers of Health in the region adopte
the Communique on the Plan of Action, ai
endorsed it for combatting the use and illicit sa
of counterfeit medicines in the region.

In addition, the Ministers of Health als
endorsed the declaration and commitmeni
from the technical and technical partners t
advance strengthening health systems
combat the use of counterfeit medicines ar
sale of illicit medicines in the regians

The two meetings were hosted by the
Organization for the Coordination of the Fig
Against Endemic Diseases in Central Afi
(OCEAC) which is the health organ of the Cer
African Economic and Monetary Communi
(CEMAC). OCEAC is mandated to implen
heath programmes in the Central African regic
that is compised of six member states (Gaho
Cameroon,Congo Republic, Equatorial Guin
and Tchad).

The first meeting concerned technical ar
financial partners and was specifically aimed
looking at partned Qupport in strengthening
health systems at national and regional leve
and reviewing the Plan of Action foombating
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