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Post-marketing Surveillance
Network for Vaccines

terry Labadie

The UMC i= a partrer in an exciting WHO project which will help to
boost the number and quality of reports of acverse events following
immunization [AEFI): Tae Global Metwork for Post-marketing
Surigillance of Mewly Pre-qualified Waccines [PMS Network]. UMC
tools WigiFlow and Vigibase are key elemenss in the reperting,
management and analysis of the reports of the AEFL Through the
Global PMS MNetwork, enhancee repart ng of veccine safcty data to
the UMC is expected in coming years. [n tuen this will 3555t angcing
efforts (suoperted oy WHO'S Global Advisery Committee or Vaccine
Sefetyl to use the resources and experiznce of UM for dala mining
and signal deteetion to improve global vaccine safety monitasirg,

Dbjectives

The PM5 Metwork i an initiative of the WHO Department of
Immunization, Yaceines and Biclogizals (WB) and is funded through
a grant from the Bill and Melinda Gates Foundation [0 suppor
WHO's activities to pre-qualify vaecines for supply through UN
agencies  (httpffwwvwnointimmunization_stancards/vaccine
qualityjvq_index/enfindesttmi). There is no funding support for this
re baark Troem irndustey

The primary objective of the Global PMS Network is to ensure a
standsrdized approsch to monitoring and assessing serious, rare, or
unexpected AEFl with newly pre-qualified vaccines.

Sccondary ob ectives are to:

contribute to improved knowledge about safety of the vaccines
of ‘nterest and to ensure data are collected to help address
unanswered safety questions, particularly regarding new, unusus|
or “are AEF|

identify and address potential signals of real vaccine reactions
in & timely manner [including where applizable issuing
recommendations for moare controlled ssudies)

determine host risk factors far part cular types of resorted events
monite: trends in known vaccing reactions

ensure adequate safety informatior to suppart vaccination poicy
and recommendations.

Global spread of participants

Cleven countries (distributed across all six WHO Regions) hawve been
selected by WHO bzscd on criteria which incluge evidence of
acequately functioning post-marketing surveillance systems. The
selected countries are Senegal, Uganda, Grazil, Mexico, Iran, Tunisia,
Albania, Kazakhstzn, Vietnam, Sr Lanka and India [one selected
state). Since all but one of the countries participate ir the WHO
Frogramms for International Drug Monitorirg the existing passive
surveillance systems in the countriss will be used and strengthened,
However, courtries will be required to incorporate eertain
standarcized elements agreed by the network (for instance,

stzndadized case definitions, methods of analysis, reports to the
network] to ensure comparability of safety data amang network
countries.

VigiFlow in use

AEF reparts from the PMS MNetwork countries will be sent to the
global databaze of the WHO-UMC pregramme by VigiFlow, VigiFiow
has been modifiec to capture vaceire specific dasa, The reported
AEFT wll be subjected to UMC's rautine data mining procedures, This
will improve the vaccine safety monitaring capac ty and data-mining
tools at UMC

Spin-offs of the project
Addec value of the PM3 Network for participating countries:
+ strengthening of veceine safety data management and data
analysis capacities
+ funding and fechnical support of country-specife t-aining
needs
+ Jse of internationally recogn’zed standarcized case definitions
* strengthening of collaboratior between diffzrent natianal
bodies invelved in post-marczting surveillance [e.c. national
mmurizaton programme, rational reguiztory authonty,
aationzl pharmacovigi ance centre, and other bodies such as
clinical professiona groups)
+ contribution to improving global monitoring of vaccine safety
neluding the wse of resources and tools of the WHO-LUMC
ArEgramme

+ building synergies between drug sa®ety maonizoring ard vaceine
safety manizering activities in countries,

Through this network, WHO and UMC expeet to fusther strengthen
the infrastructure and capacity for post-marketing surveillance in
PMS Metwork countries, Furthermore, the expectec outcomes of the
PM% Metwork activities, including the resources developed o support
the FMS Network, will benefit other non-Network countries.,
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