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1. AU-3S Programme Support to Participating Countries

Summary

As part of the S programme, each pilot country conducted a gap assessment for safety surveillance systenteatifiecdingly. Tt
opportunities were diverse and some-spantfi¢ by nature, which highlighted the need for centratizedtigrasdutie as well

as countrgpecific ones to adequately address individual gaps.

Among many activities, th8&programme established capteitygthening exercises with the technical partner MeétRiAtfgr in

support along with the governance body for seamless implementation across all pilot countries.

Each pilot country reported significant achievement under the supfd8tmbtrarakie including the improvement epévifrd r
in quantity and quality of the data, along with enhanced capacity in safety data collection and managemant] signal di
management, and regulatory detiaking. These improvements are also supported by the establishment of legal frameworl

guidance that effectively supported the entire safety surveillance systems strengthening.

With the approval of new funding from the BMGF, each country will be able to tackle even more challengésgegesparing for tl

strengthening and sustainability of the safety surveillance systems.



The unprecedented nature of the @9@yHhdemic At the onset of the COGMDpandemic and upon
and the record timelines for the €®WACccine joining the ABRB programme on CQOlADesponse,
rollout further strengthen the importance of safdtye ALBS Countrigs Ethiopia, Ghana, Nigeria, and
surveillance. This resulted in {@ordization of the  South Africa, identified their ceyptcific gaps in
AU3S programme to meet the current needs arghfety surveillance systems. A similar exercise wa
urgent demand for a strong, coordinatechumtri done by Kenya prior to onboarding to 8 AU
approach to vaccine safety monitoring in Africarogramme, highlighting thesountry challenges
Presently, the B3 programme supports five (5) hampering safety surveillance. There was an urger
Member Statds Ethiopia, Ghana, Nigeria, Kenya, need to address these gaps to strengthen the systen
and South Africa. incountry and to enable them to participate effectivel
in the AWS programme to achieve successful

outcomes.

The success of the African Union Smart Safety Surveillance programme and the work they do has hinged
on the commitment of the country CEOs."

-Prof Bartholomew Dicky Akanmor2Vaccine Research, Regulation and Safety Director, WH@FRO
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What are the identified gaps inA8 c ount r i e thad onesobilfe tadtogs contributing to potentially lower reporting
surveillance systems? the perceived fear of litigation following safety reporting by

healthcare workers, which made healthcare workers shy awa
Some of the identified gaps were common to all the countries, . .

from reporting. Kenya stated two additional needs related t
such as bringing awareness on the importance of safety reporting, )

having a more comprehensive legal framework to ensure
amongst healthcare workers and thé pohiaborating the L L

enforcement of pharmacovigitetated activities and
knowrhistorically low levels of adverse event reporting in African . . .

conducting active surveillance to address the gap of spontaneot
countriegnaking electronic reporting tools available for adverse ) i )

reporting to adequately capture safety information on the nove
events reportiingather cumbersome paper reporting and phone .

vaccines.
-in were the norms, resulting in poor data quality. All recognized

another opportunity to improve resources and capacity fdereover, to determine required interventions at the central lev
pharmacovigilance skills and activities such as data collectioh all participating countries, th8SAt¢éam carried out

and management, signal detection and management, al@hdscape assessments through engagement with safety
regulatory decisimaking. monitoring experts from National Regulatory Authorities (NRA

and Expanded Programme on Immunization (EPI) leads from tf

Countries also determine the use of Med Safety App for safety . . o
. _ o _ fodr countries. The EPI leads are critical to obtainidg-the end

data collection. Three countries (Ethiopia, Ghana, and Nigeria)

end safety data flow. The outcome of the landscape assessmel
had subscribed to the Med Safety App for adverse event . . )

identified areas for improvement to include strengthening the
reporting for drugs before the inception o3@dgramme . )

safety surveillance systems, strengthening human and resourc
while South Africa subscribed to the Med Safety App following . . . .

capacities, establishing effective and efficient safety data
awareness from the-38J programme. However, the Med . . _ )

collection tools to help drive data quality and reporting rates
Safety App usage compared to other reporting platforms, i o e

improving coordination between NRA and EPI, facilitating
particularly in Ghana, was relatively low, which shed light on the ) ) .
_ o ~information sharing between and among countries, and
importance of bringing awareness of the App to the public and . - Lo )

standardizing related policies & guidelines. Besides,
healthcare workers. _ L . . :

engagements with the participating NRA Chief Executive Office

In addition, Ghana identified an opportunity to improve (BEOSs) also revealed the need for a shared data repository an
database (Safety Watch Sys$t&WS) for advanced search  capacity to make eviddrased safety decisions.

and statistical analysis functions. Feedback from Nigeria stated







































