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Avv A ADVANCE VISION & MISSION

“Best evidence at the right time to support
decision-making on vaccination in Europe.”

“To establish a system for rapid benefit-risk (B/R)
assessment and monitoring of vaccines in the post market
setting using a distributed network of European electronic
health record databases”
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1. Benefit-Risk assessment
at the time of licensure
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parameters to time monitoring
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4. Update Benefit-
Risk assessment



WE TOOK IT LITERALLY




VvA ADVANCE BENEFIT-RISK MONITORING

..and developed interactive dashboards for the near-
real time monitoring of coverage, benefits and risks

- Easy access to the dashboard

- Data can be seamlessly updated
- Interactive: end-users can select age groups, doses, databases

- Transparant communication possible to multiple stakeholders

Concept first tested using simulated data, then using
real world evidence
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ADVANCE DASHBOARD: SIMULATED DATA

ek % C
Prototype: Near real-time monitoring of the anticipated benefit-risk of vaccines post-marketing *%,\ %TADVA .

Case study: Rotavirus vaccination in the UK (simulated data)
About Coverage Risks Benefits BR - total population

Width of moving windows (in weeks) Baseline incidences (/10.000 person years) Vaccine Effectiveness
AGE GP Visits AGE GP Visits
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AGE Hospital Admissions AGE Hospital Admissions

44 06

Figure: Running incidence rate (/ 10.000 person years) of acute gastroenteritis (AGE), total population

B1. GP Visits B2. Hospital Admissions
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Incidence rate per 10.000 person years [95% CI] of AGE GP visits in total population with a lookback period specified above. Incidence rate per 10.000 person years [95% CI] of AGE hospital admissions in total population with a lookback period specified above.

VISIT THE BOOTHS!!!
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ADVANCE

DASHBOARD: SIMULATED DATA

Prototype: Near real-time monitoring of the anticipated benefit-risk of vaccines post-marketing

Case study: Rotavirus vaccination in the UK (simulated data)

About  Coverage Risks Benefits = BR - total population

Figure: Benefit-Risk of rota-virus vaccination, total population (observed benefits)
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J Y ADVANCE DASHBOARD: SIMULATED DATA

Multi-stakeholder end-user feedback collected

ﬁ « Dashboard very much appreciated...
lﬁ_f’ * Visualizations very much liked...

o « Concerns about the composite BR measures, selection of
weights

0  Concerns regarding data availability for NRT monitoring
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Av A AD\/AN CE NEAR-REAL TIME MONITORING

Proof-of-concept study on near-real time monitoring
| using electronic healthcare databases:

— Continuation of POC1 studies

— Dynamic cohort study (N = 5) with 3-month period of near-real
time monitoring providing +- weekly data extracts (N = 3)

— Data latencies

— Interactive dashboard
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REAL NEAR-REAL TIME... DATA LATENCIES
ADVANCE

SSI (Denmark) RCGP (UK) ASLCR (ltaly)
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DASHBOARD: ELECTRONIC HEALTH RECORD
DATA

Benefit-Risk Monitoring - Pertussis

Select dose Select event

Dose 1l Fever

&2 Coverage

Zoom Im 3m 6ém YTID 1y Al From Jan1, 2014 To Jun?7,2018

& Risks
I Benefits

1 About

Select database

RCGPRCS (UK) ~

Incidence [cases per 1000 PY]

2016 2017 2018
n

@ Baseline Incidence @ Risk Window Incidence

http://apps.p-95.com/pertussis-dev/
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http://apps.p-95.com/pertussis-dev/
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THANKS
VISIT THE BOOTHS OVER LUNCH!!!




ADVANCE

ansm_ VACCINE.GRID

QUANTIFYING VACCINE EFFECTS

L @ euem

’ v Karolinska
U ﬁ,\.\' .\“‘.‘\].N‘t‘.\ M.-!.\L\ Institutet

- 8 sciensano

ASL Cremona Q

Erasmus MC LONDON
MR SCHOOLof
zafwrd  HYGIENE M
- - STROPICAL

(}. PO e & POkc o oy
COC MEDICINE c Ith
2 . Eng'am MﬁRING FORLIFE

Imperial College e T— do more
London g g ey e feel better ek
kve longer . oy o R, Wiy ool o
l ARS TOSCANA )@)
agenzia regionale di sanita >

‘l
s
5
5
A}

Uy NOVARTIS

&
Fundacion para el Fomento de la ¢ ! SANOFI PASTiun & IDIAP
Investigacién Sanitaria y Biomédica | . ) \ ~ - .
Ede lo Comunitat Valenciano A/ é{(l) Roral Collape of SYNAPSE fo ¥ JordiGol
3 AN OV AR WA EWN T AT
© UNIVERSITY OF
Hec i 3 SURREY

Wl STATENS . &
@ INSTITUT 3 ’
%:% UMC Utrecht ;

The Open
University

e ——— e -
UNIVERSITY
OF TAMPERE

—
Jmy

innovative
medicines
initiative




