
UK PSC Study (including childhood AILD) 
Appendix B - Paediatric Participation Process – Version 2 (08.03.18) 

 

Stage 1 – Identification and Recruitment 

 

 

 

Child (aged 0-17 yrs) with confirmed 

diagnosis of childhood AILD 

 Methods of identification: clinic letters on searchable system, 

local databases, via clinical coding department 

 

Evidence of parent/guardian and/or child 

being aware of diagnosis 
From clinic letters for evidence of active follow-up 

Alive/deceased status checked on PAS. Address checked on 

electronic patient record. 

 

Evidence of patient’s alive/deceased 

status and current address 

Site contacts UK PSC team requesting study 

ref no.s for screened patients that they are 

to approach in clinic. 

 
UK PSC team creates an anonymous 

participant (with study ref.) in database and 

provides to site. 

 
Site prints study pack, by age group (details 

on p.2).  May send PIS to patient/family 

prior to appointment. 

Study introduced to child and parent/guardian at routine 

liver care appointment and pack supplied 

 

PSC Support patients or website enquiries: patients, parents 

or guardians enquire about the study directly to UK PSC 

 

Patient from an approved UK PSC paediatric centre? 

Yes: UK PSC team informs 

site. If site ok to recruit, UK 

PSC creates anonymous 

participant on database 

 

No: patient cannot join 

study. No further action 

taken. 

 

UK PSC contacts hospital re becoming a study site 



Stage 2 – Patient Participation 

 

 

 

 

 

 

 

 

 

 

 

 

  

YES: Child Aged 0-5 

years  

YES: Child Aged 6-15 years  

 

YES: Child Aged 

16-17 years  

 
Parent/Guardian  

signs ICF and 

completes  

Paediatric 

Participant 

questionnaire. 
 

Child gives 2 x blood 

samples (2.5ml each) 

– 1 for DNA and 1 for 

serum extraction 
 

Documents received 

- UK PSC 

Parent/Guardian PIS 

v2 

-UK PSC 

Parent/Guardian ICF 

v2 

- UK PSC Paediatric 

Participant 

questionnaire v1 

 

 

Parent/Guardian  

signs ICF and completes Paediatric 

Participant questionnaire. Child 

completes standard Participant 

Questionnaire, if aged 11+ and capable 

(with support from parent/guardian, if 

required).   

Child reads PIS for their age group and 

signs Assent Form, if capable.  Gives 2 x 

blood samples:  2.5ml each for age 6-10 

yrs; 5ml each for 11-15 yrs. 1 sample for 

DNA and 1 for serum extraction 

Documents received 

- UK PSC Parent/Guardian PIS v2 

- UK PSC Parent/Guardian ICF v2 

- UK PSC PIS age 6-10 yrs v2 

- UK PSC PIS age 11-15 yrs v1 

- UK PSC Assent Form v2 

- UK PSC Paediatric Participant 

questionnaire v1  

- UK PSC Participant questionnaire v3 

 

 

 

 

Child  

signs ICF, and 

completes  UK PSC 

participant 

questionnaire. 

 

Child gives 2 x 

blood samples 

(5ml each) – 1 for 

DNA and 1 for 

serum extraction 

Documents 

received 

- UK PSC PIS age 

16-17 yrs v1  

- UK PSC ICF v4 

- UK PSC 

Participant 

questionnaire v3 

NO: DECISION NOT 

TO PARTICIPATE 

Site informs UK 

PSC that patient 

not consented.   

UK PSC DM logs 

patient/family 

decision on study 

database 

No further action 

taken. No impact 

on clinical care 

 



 

 
Site returns to UK PSC: samples in sample transport box; Consent form,  

assent form and participant questionnaire in study freepost envelope. 

 

 

UK PSC Data Manager (DM) logs samples, consent, assent and questionnaire events on UK PSC database and raises any 

issues with site via database messaging app.  DM scans and uploads consent form. NB Sites can  

view events on database and can print off copy of uploaded consent form. 

UK PSC database sends message to site requesting completion of UK PSC Paediatric Clinician Questionnaire (v1) event. 

Site logs into database and completes Paediatric Clinician Questionnaire (v1) event. 

UK PSC DM checks Questionnaire (v1) event and raises any queries by messaging the site.  

Once all are resolved UK PSC DM changes event status to ‘Checked – complete’. 

Site research team confirms patient name and address to UK PSC team  

and informs of consent and sample dispatch. 

 
UK PSC team enters patient details onto database and creates enrolment event  

 

UK PSC team receives samples and documents. 


