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Declaration of compliance with the ENCePP Code of Conduct

The (primary) lead investigator and a person authorised to sign on behalf of the coordinating study

entity hereby declare! for the purpose of conducting the study <include here study name and
. VAC4EU Postauthorisation Safety Study of BIMERVAX® Vaccine in Europe, with

identifier/registration no.>:
HMA-EMA Catalogue ID: 1000000321

- to follow the rules and principles for the independent and transparent conduct of
pharmacoepidemiological and pharmacovigilance studies of the current version of the ENCePP
Code of Conduct?;

- to inform the ENCePP Secretariat, of any change or decision to change that constitutes a
deviation from the provisions of this Code.

It is of note that the (primary) lead investigator and the person authorised to sign on behalf of the coordinating

study entity may be identical.

Name of (primary) lead investigator: Xabier Garcia de Albéniz

Date: 26/09/2024 (d d/mm/ yyyy) Electronically signed by: Xabier
Garcia de Albeniz Martinez
Reason: | am an authorized

Stamp (if applicable) and signature: signatory and | approve this

Xabier Garcia do Albeniz Martineet S0 2o 2004 14:40 GMT+2

Name of the coordinating study entity: RTI Health Solutions

Address:

RTI Health Solutions
Av. Diagonal 605, 9-1
08028 Barcelona, Spain

Name of person authorised to sign on behalf of the coordinating study entity [if different from
(primary) lead investigator]:

Date: (dd/mm/yyyy)

Stamp (if applicable) and signature:

The (primary) lead investigator should also complete, sign and date the Checklist of the ENCePP Code of Conduct.

1 Complete the declaration on screen, then print and scan a signed and stamped (if applicable) copy.
2 Adopted Code and any revision thereof at the time of signature of the declaration.



https://secure.na3.documents.adobe.com/verifier?tx=CBJCHBCAABAAU0TN36kgOoBJ6-0z5B3z8Z5hIRVMM7Zd

Declaration of compliance with the ENCePP
Code of Conduct

Final Audit Report 2024-09-26
Created: 2024-09-26
By: Grant Stafford (gstafford@rti.org)
Status: Signed
Transaction ID: CBJCHBCAABAAUOTN36kgO0oBJ6-0z5B3z8Z25hIRVMM7Zd

"Declaration of compliance with the ENCePP Code of Conduct"
History

T Document created by Grant Stafford (gstafford@rti.org)
2024-09-26 - 12:29:52 PM GMT

£3 Document emailed to Xabier Garcia de Albeniz Martinez (xgarcia@rti.org) for signature
2024-09-26 - 12:30:23 PM GMT

™ Email viewed by Xabier Garcia de Albeniz Martinez (xgarcia@rti.org)
2024-09-26 - 12:39:36 PM GMT

2% Document e-signed by Xabier Garcia de Albeniz Martinez (xgarcia@rti.org)
Signing reason: | am an authorized signatory and | approve this document.

Signature Date: 2024-09-26 - 12:40:26 PM GMT - Time Source: server

@ Agreement completed.
2024-09-26 - 12:40:26 PM GMT
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