Hemgenix Study Hub and Centre Workflow
Follow-Up Data Collection Timepoints (Sue will send reminders)
Week 6
Month 6
Month 12
Month 18
Annually from year 2 to year 15
AEs should be recorded on NHD and AEs of special interest should be entered on the GT platform and inform Sue Caldwell if there are any AEs.
 Labs and steroids to be recorded on Gene Therapy platform.
Inform Sue Caldwell about any surgical procedures, new con meds or changes to con meds.
Scan/email any Hepatic Fibrosis Scores/ultrasound reports throughout study to susan.caldwell4@nhs.net.


Baseline Data Collection
Patient identified and pre-infusion investigations performed as per UKHCDO Gene Therapy Taskforce Guidelines.
UKHCDO Pre-Consent Patient Information Sheet for Gene Therapy (Gene Therapy Leaflet V1 dated 21/05/25) to be given to patient 
-plus any other leaflets that the clinician feels appropriate.
HCP Checklist Consent V1 dated 15/05/25 used as aide memoire to discuss relevant points with patient; Dr to initial and date each point as discussed.  Patient and Dr to sign and date First Consent Section.
Ensure that UK Bleeding Disorder Registry Consent Adult Information Sheet (Version 2 Jun 25) has been read, signed/dated/ initialled by patient and consenter. Upload consent to NHD. File the original on site-scan 1 copy to medical records, give copy to patient and scan consent page to susan.caldwell4@nhs.net.
[bookmark: _Hlk216778700]Hemgenix Study Baseline Med Assessment Worksheet V2 dated 23/10/25 to be completed and sent  to susan.caldwell4@nhs.net. Sue will enter Baseline data.
Lab reports and worksheets to be scanned and emailed to Sue Caldwell
susan.caldwell4@nhs.net
Sue Caldwell can  enter lab results into database for Baseline
Day 1 Infusion Day Data Collection
Prior to infusion the patient and Dr sign the second section of the HCP Checklist Consent V1 dated 15/05/25 (give copy to patient)
AEs should be recorded on NHD, and AEs of special interest should be entered on the GT platform plus inform Sue Caldwell if there are any AEs. 
Remind patient to  record Hemtrack data and to keep it up to date throughout study
Complete Infusion Day worksheet V2 dated 23/10/2025 and send to
susan.caldwell4@nhs.net.
Staff at Centre/Hub enter relevant data into NHD database and Gene Therapy Module.





























Sue will check all data and get back to hubs/centres with any queries.                                                             Version 3 dated 16/12/2025
