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• The Story So Far

• System Retirement

• Key New Features

• User Documentation

• Quality Control
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Agenda
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The Story So Far

Sep 2021

Proof of 
Concept

Aug 2022

MVP & First 
Adopters

Jul 2023

Migration 
Starts & 

Hypercare

3Q 2023

Business 
as usual

Migration 
Ends &

SCE Coalition

2024



• Legacy studies in HARP 

- Migrated or archived

• HARP linux servers now ‘Read Only’

• User support sites decommissioned

• HARP Application decommissioned

• All HARP related trainings removed 

from learning platform

4

System Retirement (HARP)



• SDTM in Domino (SiD)

• Import / Export and External Partners

• Push Biostats data ‘downstream’

• Myriad improvements to existing functionality to improve user 

experience

• Performance Improvements
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Key New Features
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User Documentation



Gen AI @ GSK

- Jules

- GiGi
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User Documentation – Gen AI

• Not a copy and dump into a KB article

• Each current document may form several 

KB articles

• Goal to convert all current documentation 

by EOY 2024.



8

User Documentation – Gen AI Example



Governance features

• Integrated Audit trail

• Integrated workflows

AI’s role in QC

• Reduced overhead

• Reduced timelines

Agile and Project Management

• Transparent metrics

• Resource management

The Future of Quality Control



Statistical programmers are not software 
developers

 We produce data not software

We produce hundreds of individual 
outputs

 For hundreds of studies for 
hundreds of compounds

New to agile

  Mindset and Methodology

The Future of Quality Control



• Technology should not be limited by 

process

• Multiple feedback channels

• Building a community is essential

• It’s a marathon not a sprint

Our Key Learning



• Completion of training material 
migration into KB articles

• Adoption of QC process

• Adoption of Agile

• Explore open source and collaboration
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Next Steps

Graphic from Vecteezy.com
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• Belfast (2022)

- Introduced SPACE, METEOR (SCE powered by Domino)

- Mission – unite Pharma / Vaccines reporting practices

- AGILE framework

- GitHub

- Development of training materials and user support model

• Birmingham (2023)

- Move from Minimal Viable Product (MVP) to ‘Business as Usual’ (BAU)

- Users can create projects and manage teams without tech support

- Role based unblinding

- UAT for new features / regression testing

- Migration from legacy systems

- Increased user support
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Previously at PHUSE
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