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1. Reconsent Process

No more than once per year: UK PSC Data Manager (DM) contacts paediatric site,
asking them to update patient consent to the study at a forthcoming clinic

appointment.

UK PSC supplies consent report to site, to check patient status and provide any

updates.

Sites checks patient status and updates UK PSC DM of any changes (no longer
suitable to participate; deceased etc.). DM makes database updates.
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DM resupplies current versions of Parent/Guardian and child PISs, consent and
assent form (with patient study ID inserted) and freepost envelope
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At routine clinic appointment site gives current PIS, consent and assent form to
parent/guardian and child (or can give to child alone, if aged 16-17 yrs).
NB Assent forms are optional, and intended for children aged 6-15 yrs.
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Parent/guardian and child raise any questions and sign consent form
(parent/guardian) and assent form (child), if happy to do so. Children aged 16-
17yrs can sign adult Consent Form.




Site returns completed consent and assent forms to UK PSC, in freepost

envelopes provided.

UK PSC DM checks completion of consent and assent forms, logs as events on
study database and uploads documents. NB Sites can view these documents and
print copies.




2. Resampling Process

No more than once per year: UK PSC team sends consent report to site, to check patient status

and provide any updates.
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Sites checks patient status and updates UK PSC DM of any changes (no longer suitable to
participate; deceased etc.). UK PSC DM updates database.
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RESAMPLING BLOOD FOR
DNA OR SERUM

RESAMPLING CLINICAL
DATA

RESAMPLING PARTICIPANT
DATA

UK PSC sends blood tubes
(labelled with patient study
IDs) and sample transport
boxes to site

.

Site takes blood samples
from patient at routine
clinic appointment and
returns to UK PSC in
sample transport box.

UK PSC DM creates
Clinical Data Update
event in database. This
triggers a message to
the site to complete via
the database.
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Site logs into database
and completes Clinical
Data Update event .

Site prints off copy of UK PSC
Paediatric Participant
Questionnaire (or UK PSC
Participant Questionnaire),
with participant study ID
inserted. Gives to
parent/guardian and/or child
to complete at routine clinic
appointment.
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UK PSC logs samples on
study database and sends
for processing at NIHR BRC
MRC Biorepository.
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UK PSC DM checks
guestionnaire event and
raises any queries with
site.

Site returns completed
qguestionnaire to UK PSC
team using freepost
envelope provided

\ 4

UK PSC DM logs
questionnaire responses as
an event on database




