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What Is the purpose of a registry?

“An organized system that uses
observational study methods to collect
uniform data (clinical and other) to evaluate
specified outcomes for a population defined
by a particular disease, condition, or
exposure, and that serves a predetermined
scientific, clinical, or policy purpose(s)”

Gliklich et al 2010



Inputs: Obtaining data

 |dentify and enroll representative patients

e Collect data from multiple sources and
settings

e Use uniform data elements and definitions
e Link data from different sources

e Maintain security and access
Gliklich et al 2010



Outputs: Care delivery and

coordination

* Provide real time feed back (with decision
support?)
e Generate patient level reports and reminders

e Send relevant notifications to providers and
patients (supported self management,
monitoring etc)

e Share information with patients, other providers
* Link to relevant patient education Gliklich etal 2010



Outputs: population measurement
and QI

* Provide population level reports

— Standardised measures

— Benchmarking

— Different reports for different levels of user

Enable ad-hoc reports

Provide utilities to manage populations or subgroups
Generate dashboards

Facilitate 3" party quality reporting  Gliklich et al 2010
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IBD Registry Purpose

The IBD Registry will provide the first ever UK-wide
repository of pseudonymised IBD adult and paediatric
patient data for prospective quality assurance, audit and
research purposes. Bringing this data together for the first
time will:

e Drive continuous improvement in patient care and access
to care across the UK

* Inform commissioning and service design
* Improve our understanding of long term outcomes

* Provide local, regional & national data in order to better
define the pattern of ulcerative colitis and Crohn’s disease

o Support IBD research



Enter data once and use for
multiple purposes
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Data entry options

e Reports

€ 1BD Registry =

e Data for Research

UK IBD Registry e Quality Measures
A Central Anonymised Dataset of IBD Patients e Performance

e.g. Rotherham, (discounted)costs currently free of

~ EMIS etc payable}glﬁygplier charge

© IBD Registry. All rights reserved



Data Submission Framework

o Standardised data definitions
— Demographics
— Phenotype
— Medications
— Disease activity scores
— PROM

e Data extract structure to facilitate upload
to NHS Digital via secure portal



Data Collection tools

e Duplication of data entry
e Supplier engagement
e Technology?

e NHS IT
— Resources
— Engagement



Using the tools: behavior change?

e Cultural change

e Time

e Technology adoption
* IT system challenges
* Incentives?

e NHS support



IBD Registry Tools

e Patient Summary
e MDT
e Flare line
e Nursing support
 Drugs
— Biologics
— IMM monitoring
— Steroids
— 5-ASA

Cancer Survelllance
system

Bones
Letters
- GP

— Patient Summary,
Information etc.

Virtual clinics



Overview of Registry data-flow & pseudonymisation in England

NHS Digital
Data Safe Haven

Receives and pseudonymises the data
files from hospitals

Allocates Registry identifier and
maintains data file linking NHS
number and Registry identifier

Extracts and forwards data from
HES and ONS datasets
e.g. Death, cancer, hospital data etc.

Pseudonymised
data file from NHS
Digital

Data files
from
hospitals

The Registry Database

for audit and research

Web Tool databases

Separate database for each

Trust/Board
Patient identifiable data encrypted
and accessed only by hospital users
who then export their data to the
Registry.

All export through secure networks to NHS Digital

Legacy IBD database Hospital or Gl Dept
(on PC in hospital) IBD database

e.g. Emis, Ferring,
Hospital EPR

IBD Registry PMS
using InfoFlex
software

Data extract files e (o]0
from web tool access

returned to Trust .
server before (Registry data set,
upload to HSCIC. national audit data

and research data)

© iBD Registry, April 2015



Data governance.......

Che Celegraph

ibdregistry.org.uk



Why Pseudonymise? NHS Digital?
 |dentification of patients for future research
« HES data linkage

e Linkage to other NHS England databases
BUT

Huge bureaucratic challenge
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Consent

e Currently s251 exemption
e Linkage of registry data to NHS records

e Their information to be used for
— non-commercial research projects

— Commercial partners (report only)
 Research
 Pharmacovigilance

o Contacted for future research projects



Who should fund registries?
e NHS?

e Specialist Societies?

 Industry?

e |ndividual NHS trusts?

e Charities?

 Research funders?




Collaboration/opportunities
« UK IBD Biologics audit

e UK Quality Improvement Program

« Academic
— Crohn’s and Colitis UK/Dr Keith Bodger

 Industry
— Pharmacovigilance projects
— Real world evidence
— Specific projects
VVEST
 Anaemia service evaluation



The story so far....

Infrastructure and governance
23,000 patients

40 sites actively up loading data
80 set up to up load data

150 expressions of interest to participate
In audit



Aims for 2017

e Focus on biologics treated patients

 Funding model
— Subscription model
— Pharma projects/support

* Reporting
e Data visualisation
 Pharmacovigilance system




Conclusions
 Huge opportunity to change patient care

e Culture change

e Registry infrastructure
 IT platforms

* Funding

* Defined outputs
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