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UK-PSC

UK PSC Study — Appendix C, Version 2
Adult Reconsenting Process

UK PSC study team sends database of study participants to each PIC

4

PIC checks for participant’s alive/deceased status, current address, and NHS
no. PIC updates database and returns to UK PSC team

4

UK PSC team sends Participant Reconsenting letter, PIS and ICF to
participant, with freepost envelope

4

Participant reads information. Raises any questions with UK PSC team and
decides whether to update study consent

e |11 w L1

Participant signs new informed consent form and Patient does not wish to update consent. No
returns to UK PSC team via freepost impact on clinical care.
envelope provided

L1

UK PSC team logs new consent event on
UK PSC database
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UK PSC Participant Resampling Process

Participant signed ICF version 3 or higher? ]

YES @

/ SITE \

At minimal intervals of
12 months: UK PSC
team sends message to
participants’ clinical
team via UK PSC
database, requesting
completion of UK PSC
Clinical Update

guestionnaire. Site can

view consent events via

/ PARTICIPANT \

At minimal intervals of
12 months: UK PSC team
sends to participant: UK

PSC Participant
Questionnaire AND/OR
pack containing ‘UK PSC
resampling letter (DNA
or serum version); PIS;

UK PSC resampling —

letter to GP; blood tubes

K database. /
U

Clinical team completes UK
PSC Clinical Update

guestionnaire on database.

U

k and transport kit. /

0

Participant donates blood
sample (for DNA or serum
extraction) AND/OR fills in
UK PSC participant
qguestionnaire.

U

UK PSC team checks
questionnaire on
database, including for
completeness, and raises
any queries with site

Participant returns blood
sample AND/OR
qguestionnaire to UK PSC
team via freepost

envelope provided

U

UK PSC team logs

questionnaire responses
and/or samples on
database

NO @
/ SITE

UK PSC team asks site to

~

screen patient status and
address, and sends

reconsenting pack, if

K suitable (as per page 1) /
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