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Zouden jullie bijgaand protocol tav bepalen van background rates willen bekijken
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do not reply to all

Dear colleagues

I hope you are all doing well we are happy to give you an update and ask for your input on several items

for ACTION Background rate protocol immediate actions

Die protocol was approved by EMA and has been registered in EU PAS It is time to start the execution

We would like to request the following actions of DAPs by October 5 COB

1 DAPs to provide data dictionaries to

descriptions and data dictionaries that have been shared with UMCU UU for other EMA tenders retinoids or in

Conception can be re used for ACCESS please put me in cc

10 2e
g vac4eu org or reply by mail to diem that you agree that table

2 DAPs to submit the protocol to obtain local governance approval soonest In order to have expedited review please
indicate diat diis study is mgenty requested by EMA pointing to the following
announcement https www ema euiopa en eti news ema commissions iiidepeiident research prepare real world



645168

monitoring covid 19 vaccines

Please send a mail to

otherwise that it is not needed

10 2» \ a imicutrecht nl by Oct 1 when the governance review will be done or10 2e

3 DAPs that have not yet designed an ETL towards the ConeePTION CDM e g Pedianet should set an appointment
with 10 2s to schedule an appointment for an interview by Oct 5 COB LflIfeQB@ars toscana if

4 Definitions and Code lists for the events have beeii created and can be reviewed for each of the definitions on a

public google drive 10 2g

We would like DAPs to verify codes and make comments online by October 12 if they wish especially if they have

experience extracting these events

Information for everyone

SAP

Hie SAP for the BGR protocol is drafted and will be sent for review October 5

Tools

• Sharepoint access login will be provided in coming week

• DRE access will be organised in coming weeks and credentials will be sent by VAC4EU sec

• Task management system is set up to have easier management of requests to DAPs

Survey to assess organizational capacity
VAC4EU has launched the survey to assess country capacity This is distributed through ElMCePP done today PRAC

done by EMA IMI DRIVE EU JAV and hopefully though WHO EURO or ECDC

The Link is available on the VAC4EU website and can also be shared with anyone you wish in Europe Please forward

The initial survey is short and will be followed by dedicated protocol specific surveys

https www suivevmonkev eom r VK79LTL

As partners please fill out as well and you will also be receiving follow up surveys

Please let us know if you have access to eastern European networks or relevant contacts as they seem to be

missing Aim of the survey is to be very geographically comprehensive

October 7 discussion of effectiveness protocols with EMA

We have monthly meetings with the EMA advisory committee to discuss output and receive input on October 7 the two

effectiveness protocols will be discussed with EMA thank you FISABIO and RTI HS for drafting them

In November we aim to discuss the safety protocols

Website

The VAC4EU website has been updated and contains information on the webinars and what we are doing
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Presentation

the project has been presented to the IMI DRIVE annual forum

Contracts

the administrative hurdles at UMCU have been cleared and subcontracts should be signed next week for those who are

subcontracted through u and sent a partially signed contract

We wish you all a good weekend please let us know whether you have any question

Best regards

On behalf of the project leads

10 2b I 10 2e

De informatie opgenomen in dit benefit kan vertrouwelijk zijn en is uitsluitend bestemd voor de geadresseerde Indies u dit benefit onterecht ontvangt wordt u verzocht de inhoud
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de WH W WetHoger Ondemijs en Wetenschappelijk Onderzoek en staatgeregistreerdbij de Kamervan Koophandel voorMidden Nederland ondernr 30244197van
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