Researcher

START

Researcher desires access
to newly collected
samples according to the
multicenter principle!

A

RBC

Fill in forms N1a
and N1b

!

Send application to
deciding RBC office?

Application is

registered and >

reviewed

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

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

Does the
application No
need to be —>
complemented/
corrected?

Processing —>

Yes

E-biobank

BIOBANK
SVERIGE

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

Collection can L
SEE Discontinued for agreements (N1a) established after October 1st, 2021.

Decision

Document M2a ,Overview of the multicenter principal, Version 5.5

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

v

Collection is
completed.
Fill in N3a and
appendix N3b

A

Requirements for an approved decision:

e Approved Ethical application

e 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

Approved
Registration of Report t? II-IeaIth
agreement —> and Social Care
Inspectorate (IVO)
Send e-biobank
report
' Agreement with
Register the' > investigator
sample collection regarding
in the e-biobank traceability

Register in the
e-biobank when
end of sampling is
according to N1a

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

Registration of
completed sample
collection

Send final report

Register
completed sample
collection in the e-

biobank



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

