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People aged 18+ with Crohn’s Disease in
remission currently taking aminosalicylate
therapy

Ty
5 United  gontie
KInngITI % oSunderland

©Ballymena
North 2

BN Belfast Pennines Detham N

& AONB Liddlesbrough

Lake|District,
National/Park: NorthiYork

Moors!
Yorkshire National Park:
Isle of Man el

¥ Eligible v |

i

[ 1:1 randomisation \

I
: :

b Q National F; York \ ( \
falk & Qe
heda Blackpoolo O/ "@' - H
,. ?9 N? Continue 5-ASA (n-790) 50% iy
ablin iverpool in on , . . " =
o =R 5e @ of the subjects will continue (n b') ¢ ° (f" ¢
- e aminosalicylate therapy Zu Jec : W
nowdonia ertf) »
£ National'Park m v; i‘e mug? @ No@ﬁ us'ng the Same dose .Iscon .Inue
. siminghan 7 T, aminosalicylate
& : ol "%dqe ?9¢
§ ¢ 10D J N\ i
WALES A ; ECN;;LAGN @ @ a1 $§olche l l
1 G oll S 0Ox! ord 3
Swansea Swnndon an
- @ti ez 9 .
; ¥ m Ongoing usual care in both arms
So t Calais
Exeter @ B@mem@nh ng B"an AT6 |

Wym uth

n= 1000 patients from primary care
21500 GP practices

Primary Objective of STATIC

Determine whether withdrawal of 5ASA is non-inferior to the
continuation of 5ASA in subjects with CD in remission with
regard to a primary endpoint of CD-related complication within
24 months after treatment allocation
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Study Status Overview

Secondary Care - Recruitment

Recruitment in Secondary Care Sites
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Data Driven Trial methodology
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Screening and recruitment



Primary care data

Fragmented systems

a) Number of general practices b) Number of general practices <) Number of general practices
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Figure 1 Spatial map at the CCG level, September 2016: a) EMIS b) SystmOne c) Vision. Thicker border lines correspond to the 14 NHS regions. Evangelos Kontopantelis et al. BMJ Open 2018;8:020738 ©2018 by British Medical Journal Publishing Group
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Follow up
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Figure 2 Secure data pathways between TCR and primary care practices

Participant CRF data
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Date Of Report

Total Packages Mailed To GP Practices

Activated GP Practices

GP Practices That Have Performed Patient Searches
GP Practices That Have Mailed Out Invitation Letters
Number Of Letters Sent

Number Of Non Responders Letters Sent

No

Maybe

Yes

Consented

05/01/2024
392

252

238

202

977

536

187

45

115

929



ﬂl' Large Efficient Simple trials

Works best

= Eligibility is a prevalent condition

= Can be identified by routine coding

= Intervention does not require GP

= OQutcome to be coded (e.g. HEAT, STATIC) though not necessarily
(VESPER, Vascular Platform trials, other NIHR submissions in
process)



ﬂl' Challenges

= Changes in coding systems

= NHS security and governance approvals

= Preparation is key for a smooth delivery

= Pressures in primary care / time for research

= Getting CRN on board, limiting factor by how many CRN practices
are willing to participate ~ 500 practices (IBD prevalence of ~1%,
with a standard practice size of 10,000 patients).
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