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Chapter 1 — Overview of the AIRR instrument

The ADVANCE work package has been tasked to identify data sources in Europe that can potentially contribute
to vaccine benefit-risk studies. In the process of achieving this aim, we developed the AIRR (ADVANCE
International Research Readiness) instrument which is capable of assessing the readiness for participating in
vaccine research studies. It contains a range of questions that can be used to gain a high level understanding about
a given database as indicated in Table 1.1.

Table 1.1 Structure of the AIRR survey (ver 3.2)

Question type Number of
questions
Database identification and basic information 4

Database contact information
Database classification

Population

Geographical coverage

Data period & access times
Database linkage

Availability of vaccine data

9. Data access, ethics & governance
10. Auditing and data quality

11. Publications associated to database

O N~ WIN

RPWWININWINWININ

Data sources identified through the AIRR instrument allowed work package 5 (i.e. the core work package that will
conduct proof-of-concept studies) of ADVANCE to determine the type of studies that can be conducted for proof-
of-concept studies. It also informed about the gap in available data to conduct future vaccine studies according to
the study types analysed by methodological experts in WP4 of ADVANCE.

The AIRR survey also provided an opportunity for databases to register their interest to participate in a range of
proof-of-concept studies that will be carried out during the period of the project. Suitable data source owners for
specific studies were contacted and asked to complete study specific eligibility surveys prior to participating in the
initial proof-of-concept studies. Participating in the AIRR readiness assessment did not require sharing any patient
data and therefore, does not usually require any governance/ethical approval. Further details about designing the
AIRR survey are available in D3.2 First report on data access, linkage and integration for POC studies and D3.3
Final Report on Technical Requirements Analysis.

Figure 1.1 shows the key deliverables associated to the AIRR survey instrument and the project work that
contributed to developing these deliverables. The initial version of the instrument was developed by studying
previous instruments used for similar purposes in other projects and by detailed examination of vaccine use cases
and vaccine study data requirements. The initial survey instrument was piloted within the consortium and the
responses contributed towards profiling databases that could contribute to the ADVANCE proof-of-concept
studies. Using the feedback received for the initial version, an improved AIRR survey was developed and
disseminated outside of the consortium. Further details about dissemination of AIRR are given in Chapter 2. The
responses received from both rounds were used to build the ADVANCE meta-data catalogue. The timelines for
steps in the process described above are given in Figure 1.2.
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’ Vaccine use cases
Existing survey instruments D3.1 Initial technical
{ TIRRE2, GRIP, EMIF, ENCePP..) requirements analysis

Data requirements

Initial AIRR survey for identifying
vaccine data sources

Pilot survey dissemination

Pilot survey response analysis

ADVANCE

D3.2
First report on data access, linkage

Revised AIRR survey
and integration for POC studies

Dissemination of revised AIRR Survey

External
Databases

Meta-data profile development

D3.4 ADVANCE Web Catalogue

Figure 1.1 Task/ deliverable flow relevant to the AIRR survey instrument
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Figure 1.2 Design, testing and dissemination timeline

Building the ADVANCE web catalogue

Once we collected the responses to the AIRR survey, we were in need of an effective mechanism to share the
information gathered with all researchers in the ADVANCE consortium. Through ADVANCE WP2, the work
package responsible for building external synergies, we were informed about similar initiatives that we could
potentially reach out to, in order to accelerate this process by leveraging on experiential learning of other projects.
We shortlisted two projects that had built solutions for sharing meta-data profiles.

1) PARENT: PARENT was a joint effort by Member States (MSs) and the European Commission as a direct
response to the objective set in Article 14 (2) of the Directive on cross-border healthcare to improve secondary use
of data from patient registries in a cross-border setting for both public health and research needs.! The PARENT
initiative set up the Registry of patient Registries (RoR), a database of patient registries from MSs and EU-level
projects and corresponding assessment tool that enables registry self-assessment and benchmarking for MS
registries and institutions, on data quality and interoperability.?

2) EMIF: The European Medical Informatics Framework worked to develop a framework for re-using medical
data across a number of organisations in Europe. One of their core processes involved fingerprinting databases,
where information was collected from databases about their content, procedures and their capabilities. The
collected information was then shared through the EMIF Web-Catalogue, a web-based platform for sharing meta-
data for multiple projects.®

We had face-to-face meetings with members of these two projects to gain an understanding about which solution
would be more suitable to implement/ re-use within the context of ADVANCE. We finally arrived at the decision
to select the EMIF web-catalogue for information sharing needs within ADVANCE. The key strength of the EMIF
web-catalogue was the ability to host ADVANCE meta-data on its existing implementation.

In order to establish ADVANCE catalogue on the EMIF platform, we first requested the creation of a new
community space on the platform. This was followed by the task of providing page templates that matched the

8
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structure of the AIRR survey. With the provided information, the EMIF administration team was able to create a
community that allowed uploading of meta-data collected using the AIRR survey. The ADVANCE community is
managed by a member of the WP3 team and is capable of authorizing new users to the ADVANCE-specific
community on the website (the process of accessing is described in chapter 4).
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Chapter 2 - AIRR survey dissemination

Round 1

The AIRR survey was disseminated during two rounds during the ADVANCE project. Round 1 of dissemination
targeted databases owned by organisations that were partners or associated partners of the ADVANCE consortium.
This pilot round was conducted using the original version of the AIRR survey which was developed using the
initial vaccine use cases reported in the initial technical requirements analysis report. The responses received
during this round were reported in deliverable D3.2 First report on data access, linkage and integration for POC
studies. The results described in D3.2 were used to identify databases suitable for contributing to the first proof-

of-concept study in ADVANCE.

Round 2

In order to achieve wider dissemination, multiple strategies for dissemination were used during this second

round.

1. ECDC
2. PRAC

3.  Brighton collaboration

External projects

(i.e. MOCHA)

Exchange of
meta
profiles

Assisting
with

Identifying Potential  |[gketesd
AIRR responders

Upload

contacts S
WP3 coordination

team

AIRR AIRR

invitation responses
tracker received

WP3 country
representatives

AIRR survey
invites

Databases in Europe

database
meta profiles

m L3
P—
—
ADVANC
community on EMIF

Figure 2.1 — Dissemination strategies adopted in round 2
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Dissemination through established European/Global networks

We explored disseminating the survey through currently established networks related to vaccines. We initially
reached out to the PRAC (Pharmacovigilance Risk Assessment Committee) through the European Medicines
Agency who is a partner of the ADVANCE consortium. However, PRAC was supporting a similar survey
initiative and was not able to extend their support to ADVANCE at the time of the request. We also reached out
to representatives of ECDC in the ADVANCE consortium to access the National Coordinators of ECDC
Competent Bodies. However, only six national coordinators responded to this communication (One of the six
national coordinators was also a member of the ADVANCE consortium).

AIRR survey dissemination monitoring

WP3 members sending out invitations were requested to periodically report to the WP3 coordination team to allow
monitoring of the dissemination process. The information requested to be shared included database name, country,
database contact person name, database contact person email and date on which initial invitation was sent. At the
same time, the WP3 coordination team periodically provided an update of AIRR survey responses to all members
of WP3.

Meta-data exchange with H2020 MOCHA project

MOCHA (Models of Child Health Appraised) is a European project which is currently conducting a database
profiling/mapping exercise for ADVANCE. This MOCHA project has developed a survey instrument named
MOCHA International Research Opportunity Instrument (MIROI) which collects essential metadata from
databases that have the potential for contributing to child health studies. The metadata schemes of AIRR and
MIROI have a considerable overlap as indicated in Table 2.2. As the core interest of the MOCHA project was not
related to vaccines, particulars related to vaccines were not inquired by MIROI. Nevertheless, the metadata
available through MIROI gives sufficient information for ADVANCE study teams to assess if a particular data
source has the potential of contributing to benefit risk studies and suitable for participating in study specific surveys
developed by ADVANCE study teams.

The MOCHA project has country agents appointed for 30 EU/EEA countries and therefore currently has a wider
reach than ADVANCE. In addition, they have a formal agent communication mechanism which is built-in to the
core project process that has resulted in a higher response rate to MIROI. The country agents are funded from the
project to identify databases in their countries. The contact information given in the metadata profile will also give
the opportunity to appointed country representatives from WP3 to contact databases to collect the metadata gap
for additional vaccine specific metadata required for completing AIRR.

Table 2.2 Common meta-data schema for AIRR and MIROI

Database Name Database website URL Database description

Data custodian description Database content type Time period covered

Database update frequency Time lag to release data for | Total number of registered subjects
research

Total number of registered children | Population denominator Geographic coverage

Written  database  governance | Database access charge Database scientific contact

policy

11
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Database authorisation contact

Data access request evaluation

mechanism

Table 2.3 AIRR meta-data not available through MIROI

Linkage between vaccine events
and follow up data

Linkage between clinical data to
prescription data

Completeness of vaccine data (for
specific vaccines)

Availability of data fields related to
vaccine administration (batch no,
lot no, brand etc)

Number of industry sponsored
studies

Provision for database to be
audited by external parties

Data quality criteria

Awvailability of quality controls

Relevant publications

12
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Chapter 3 - Summary of database meta-profiles stored in the
ADVANCE web catalogue

In the pilot round, the AIRR survey profiled 19 databases associated with the ADVANCE project covering 7
countries. The subsequent round involved profiling 15 databases using the revised AIRR survey. We were also
able to obtain a large number of relevant database profiles through the Memorandum of Understanding (MoU)
setup between ADVANCE and MOCHA. The responses collected will assist to identify databases appropriate for
the 2" proof-of-concept studies conducted by ADVANCE. We have summarised the profiles per country in Figure
3.1

Table 3.1 Summary of the AIRR responses received

Dissemination stage Response received
AIRR Survey - Round 1 19
AIRR Survey - Round 2 15
MOCHA MoU 73
Total : 107
United Kingdom, 2 _
Sweden, 3 | Austria, 4

Romania, 4 Bulgaria, 1

Croatia, 4
7 _Cyprus, 2

; _Czech Republic, 1

Portugal, 4

Denmark, 1

Malta, 3
Lithuania, 3

Greece, 3

Ireland, 3

Figure 4.1 Meta-data profiles in the ADVANCE web-catalogue
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Chapter 4 - ADVANCE web catalogue user guide

This guide provides instructions for accessing AIRR survey results shared on the EMIF web catalogue.
The process involves 2 steps:

Step 1: Creating an account on the EMIF catalogue
Step 2: Obtaining approval to view ADVANCE community (i.e. AIRR results)

4.1 Creating an account on the EMIF catalogue

Visit https://emif-catalogue.eu

Click on “Create account”.

P EMIF Catalogue

L€ - C A @ httpsy//emif-catalogue.eu b

CATALOGUE

Discover the right data for your research

Have an account? Sign in
Don't have an accountfl Create account
&  Usemname

& | Password

Forgot your password?

Feedback - FAQ - About

v4.0 2016.Feb.29 - 08:01UTC
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Complete fields in “Create account” screen and press “Create account”

W = signwp x

) « C f @ https://emif-catalogue.eu/accounts/signup,

EMIF CATALOGUE

‘ Create Account (all fields are mandatory
Anonymous

First name*

# HOME
Last name*

[ aBsout

8 HELP Afghanistan

. CONTACT Organization*

# SIGNIN
Email
Create password*
Repeat [

w Receive weekly newsletter e-mail with database updates ?

Receive all notifications over e-mail ?

o -~

or signin

M G e H T

You will see the following message on screen.

I = signup simostdone!
) « C ff @ httpsy//emif-catalogue.eu/accounts/signup/complete

EMIF CATALOGUE

‘ Sign up almost done!

Anonymous You have been sent an e-mail with an activation link to the supplied email.
Thank you for signing up with us!

# HOME

[ asout

& HeLP

. CONTACT

) SIGN IN

© University of Aveiro [ @ efp.a - @
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activation link.

EMIF Catalogue - Pending activation Inbox  x = ieeta-bioinformatics
Add to circles
IEETA-bicinformatics@ua.pt 2:22 PM (0 minutes aga) - > = -
to me |-
Show details
CATALOGUE
A new user has been registered at EMIF Catalogue
Username: harshanal@gmail.com
Name: Harshana S Liyanage
Organization: University of Surrey
hitp://emif-catalogue eu/accounts/activate/60e1e793a635c45f82378c1a68880M d5b2agdag/
L msnt Lon boer con e oo S Snn Joinn 000
Sincerely,
EMIF Catalogue
Toreject this request, click here.
© EMIF Catalogue - 15/04/2016 14:22:51
You will see the following page on the web catalogue indicating successful activation.
|l signup aimostdonel_ x Y M EMF Catalogue - Pendine X #+> Ac < o S
! C f @ https://emif-catalogue.eu/accounts/si ete, ol =
EMIF CATALOGUE
‘ Activation complete!
Anonymous Activation done, and email sent
User can now use the supplied credentials to signin
# HOME
[ asout
& HeLP
. CONTACT
) SIGN IN
ounversyoinee W @y efpla [ WD e
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dnkKs T0r using our snel
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@ EMIF Catalogue - 15/04/2016 14:24:11

Provide your user name and password to log on to the EMIF catalogue.
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Chapter 5 - Conclusion

In this supporting document to the ADVANCE web-catalogue deliverable, the online web-catalogue for sharing
meta-profiles, we have provided an outline of the AIRR survey and the associated processes followed to develop
the database meta-profiles of candidate databases. We have also provided an indication about the current state of
the web-catalogue and procedural information about how to access the meta-profiles through the EMIF platform.
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