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Requirements for an approved decision:
• Approved Ethical application 
• Potential terms of the decision of the Swedish Ethical Review Authority are fulfilled.
• Consent and information to patient
• Routines and responsibility of coding/pseudonymisation are described
• Decision/approval by RBC director
• Complete and correct biobank application that fulfill the requirements above

With the application, append copy of:
Signed application for ethical vetting
Decision of the Swedish Ethical Review Authority (can be submitted 
later on)
Information for patient/research participants with
consent form

Document M2a ,Overview of the multicenter principal, Version 5.5
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investigator 
regarding 

traceability 

Send final report

1 See further: document M1 (Instructions and procedures Access to newly collected biobank samples and associated personal data released by e-biobank for Multicenter studies).
2 RBC office in the healthcare region where Principal Investigator operates (in accordance with the application for ethical vetting). 

Applies on agreements (N1a) established before October 1st, 2021.

Discontinued for agreements (N1a) established after October 1st, 2021.

Applies on agreements 
(N1a) established before 
October 1st, 2021.

Register in the     
e-biobank when 

end of sampling is 
according to N1a

Please note: For clinical trials, applying through 
CTIS, separate templates shall be used. Go to: 
Kliniska prövningar | biobanksverige.se

https://biobanksverige.se/forskning/klinisk-provning/

