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Aims of the registry NHS

Barts Health

NHS Trust

Understand ITP in the UK, how it is treated, outcomes after
treatments and clues to causes throughout all stages of
adult life.

Focusing on patients with Primary ITP.

Collecting clinical information and DNA (if patients give
consent).

Are there possible genetic associations with primary ITP
and response to treatments?

As of September 2018 — a sub-study to investigate primary
ITP in Pregnancy added.
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8.1 Study Scheme Diagram

Participant Information extracted from
hospital records entered on ITP
Registry database
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Methodology

UKITP REGISTRY

Participant Written
Informed Consent.

Y PROTOCOL 2.3

Patient added to Participants Log to
give them a Registration Identification
Code (RIC).

¥
Participant consented to give blood

sample?
0o, Yes
o : 3-5ml whole blood sample in EDTA is
Participant consented to retrieve GP
P notes? taken and sent to The Registry.
Participant consented to retrieve GP
yes notes?

yes

GP contacted and asked to send
copy of participant’s notes.

Participant Information extracted from
hospital records entered on ITP
l Registry database

Participant Information extracted from
hospital records and GP notes entered
on ITP Registry database

Follow up data entered on ITP Registry database at least annually.
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Registry Database

Moved to a new database — REDCap (2017)
Secure online database that is encrypted
Data entry can take place from any participating site

REDCap is used by over 3000 institutions in 128
countries

Simplified data entry and easier to use

REDCap
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REDCap

Log In

‘Q Queen Mary

University of London

Welcome to the REDCap service provided by Queen Mary University of London

Published research should cite REDCap as follows:

Study data were collected and managed using REDCap electronic data capture tools hosted at Queen Mary University of London [1]. REDCap
{Research Electronic Data Capture) is a secure, web-based application designed to support data capture for research studies, providing 1) an
intuitive interface for validated data entry; 2) audit trails for tracking data manipulation and export procedures; 3) automated export
procedures for seamless data downloads to common statistical packages: and 4) procedures for importing data from external scurces,

[1]Paul A. Harris, Robert Taylor, Robert Thielke, Jonathon Payne, Mathaniel Gonzalez, Jose . Conde, Research electronic data capture (REDCap)

- A metadata-driven methodelogy and workflow process for providing translational research informatics support, | Biomed Inform, 2009
Apnd2(23377-81.

Please log in with your user name and password. If you are having trouble logging in, please contact Research IT Support,

Username:

Password:

LogIn Forgot your passward?
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< c @ Queen Mary University of London [GB] | https://redcap.gmul.ac.uk/redcap_v7.4.20/DataEntry/record_home.php?pid=175

f\’EDCap‘“ The UK ITP Registry

& Logged in as hmiah Log cut :2 Add _!' Edlt Records
My Projects
~ Pr}:;'ectJHDme You may view an existing records/response by selecting it from the drop-down lists below. To create a new record/response, type a
o 'I_ new value in the text box below and hit Tab or Enter. To quickly find a record without using the drop-downs, the text box will auto-
= Project Setup ; L ) R . ]

populate with existing record names as you begin to type in it. allowing you to selectit

Project status: Production

(D == = Total records: 3,204

s S.tatus ZeEILEEL Choose an existing Registry Identification .

= Add s Edit Records Code (RIC) Arm 1: UK ITP Registry v --select record - ¥

lications = Enter a new or existing Regist )
fre - Identification Code [RIgC) B Arm 1: UKITP Registry v
Calendar

||__,§, Data Exports, Reports. and Stats

[& Data Import Tool

[[7 Data Comparison Tool Data Search

=] Logging

- Field Comment Log Choose a field to search Al fields -

B File Repository {excludes multiple choice fields)

& User Rights and g DAGs

. E-signature and Locking Mgmt Search query

= Data Qual'lt}r Begin typing to search the project data, then click an

item in the list to navigate to that record.

Reports # Edit reports  |[—|

11 Participant Details

Follow Up Dates

) Clinician Information

1 Anthropometric and Lifestyle Data-
Adult

Wk

Bleeding Events
Splenectomy

ITP Treatments
Supportive Therapies

1 Comorbidities

100 Family History

11) Biochemical Tests

12) Haematological Tests
Immunological Tests
Coagulation Fields
Full Bloocd Counts
Bone Marrow and Dat
Comments

Test
vig/Rituximab and plateletts
) vig/Ritux = yas

21) RIC and weights

= m

wnom

Help & Information 1=

@ Help 2 FAQ
H video Tutorials
2 sSuggest a2 New Feature



‘REDCap

& Loggedin as hmiah | Log out

My Projects
M Project Home
:i= Project Setup

Project status: Production

Data Collection 1=l

Record Status Dashboard
[Z% Add s Edit Records

=] Registry Identification Code (RIC)
XT510316

L

el

Applications =

Reports

||__§ Data Exports. Reports, and Stats
[ Data Import Tool

[}7 Data Comparison Toaol

i=| Logging

Field Comment Log

[[") File Repository

£ User Rights and g8 DAGS

%, E-signature and Locking Mgmt
[gr Data Quality

=
i

# Editreports [=|

11 Participant Details

ik

0]

=1 m

)

Follow Up Dates
Clinician Information

1) Anthropometric and Lifestyle Data-

Adult

Bleeding Events
Splenectomy

ITP Treatments
Suppaortive Therapies
Comorbidities

' Family History

111 Biochemical Tests

[T

TR

I Haematological Tests
1 Immunological Tests

14) Coagulation Fields

1 Full Blood Counts
Bone Marrow and Dat
1 Comments

' Test

The UK ITP Registry

] Record Home Page

The grid below displays the form-by-form progress of data entered for the
currently selected record. You may click on the colored status icons to
access that form/event. If you wish, you may medify the events below by

navigating to the Define My Events page.

& Choose action for record |

Registry Identification Code (RIC) XTS10316
Arm 1: UK ITP Registry — Royal London Hospital

Data Collection Instrument

Participant Details

Date of Follow Ups

Clinician Information

Anthropometric and Lifestyle Data
Bleeding events

Splenectomy

ITP Treatments

Supportive Therapies

Comorbidities

Family History

Biochemical Tests At Diagnosis
Haematological Fields At Diagnosis
Immunological Fields At Itp Diagnosis
Coagulation Fields At Itp Diagnosis

Full Blood Counts (Hbs, Neutrophils, Plts)
Platelet Counts File Upload Function
Bone Marrow Biopsy, DAT, Indium Scanning

Comments

UKITP
Registry

Legend for status icons:

.;é;. Incomplete | : | Incomplete (no data saved)

(@ Complete

(@) Many statuses (mixed)



A i Edinburgh
g B GIaQow °
% P4 o © 7
3 ] Paisley
-9 fie (077 |
4 s
S ALY A
e ,‘. .
Coleraine adynt i
Ve 5 253 ! i
Londonderry .7 Siralumfrieso U nite d @ \castle
ry . upon Tyne
gk r‘R‘nl/mEﬂE ¢ o K' ngdom Dulha‘:n y
7 NORTHERN 9 PNGrthes, 0
- 72 g Pennines i 9
- Fomaghe IRELAND sopelfast :‘d - AONB. Mlddlt\ rough
Ggiglﬂﬂ North York z=
S Enniskiflen lbark e A {Moors 9
) 9o~ T > ; y National Park
s A * e of an ) I "SR
W O W P ¥ pn f y _Nauon_al Park
» 40, "o -;é:an o oy A 2 York
0. 5 Eostievor Dundalk Blackpool e, Oer g
o - o wll
Westport Drog‘;\eda Great Britain o
&:g Mullingar M1 ] m (113 |
"ﬁ? 3 Athlone 7 @ ~ o Lave°ool moManchester {14
Galgvay 9 Ehos o Peak Dllsgnct o
f K
. I re l an d ﬁg} ) National Par 9
(M35 > Nottin hamo
’ ' ‘Showdonia s @ o 9 -
SR Carlow Nanc}nal Park i~
-4 ' PRIy . P
Limerick * Kilkenny. S ﬁé Leiner 9 i
© (145 ° 2 ’}‘ Ms4) o1 1o Ik Pete Jrough o o'v'ChQ
o =
i3 3 EYGLNWAD
- . “02"‘"—‘ . o Wexford 2 - = ; - o
ra 3 o =
: ’krj‘,_fee MY g AR i 9 z ° Can'gdge
L Mhr oy m - 9 _ 6Sgich
2 Bk, Ay Cork WALES 3 R 9 ColcWister
o yif 2
,,»f"v-f‘_f‘ < = ¥ 9 0xWlo
- ' 5 Swanse& 2 Cégl" o Swmdon @ -
Bi o Readm~ :.outhendon-Seav
Balh m Cam%rbury
9 < omhampo o = Ca(l)ais
Qthon
Ex? vBou. ¥iouth 2 [Ave ]
Tol huay
Negmguay PlynmWuth’ _ < o
Q.
S.!.rl_w:s a ol
y V‘Q\ﬁ“ CAmINY

CL g o

o
Falmouth

Google My Maps

Penzancee



Recruitment NHS
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« 3252 patients recruited to date.
« Top 10 recruiting sites by patient numbers:

ot S

THE ROYAL LONDON HOSPITAL

UNIVERSITY COLLEGE HOSPITAL 150
SUNDERLAND ROYAL HOSPITAL 123
THE ROYAL VICTORIA INFIRMARY, NEWCASTLE 120
HAMMERSMITH HOSPITAL, IMPERIAL 119
CASTLE HILL HOSPITAL 110
KENT & CANTERBURY HOSPITAL 98
NORTHWICK PARK HOSPITAL 94
QUEEN ALEXANDRA HOSPITAL 77

(18 GLASGOW ROYAL INFIRMARY 71

S e N R
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Importance of the Registry

ITP Is rare and abillity to collect data on as many cases
as possible means we can understand it better.

Provide evidence based answers on when treatment is
needed and what is the best treatment for a particular
patient.

Information on responses to available treatments

Susceptibility to co-morbid disease.

Better to have standard information when trying to
perform research

5
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Presentations NHS
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» Talks and Poster presentations of our work at meetings:

— National:
 British Society for Haematology meetings: 2017, 2018

— International
« European Haematology Association: 2017, 2018
« American Society for Haematology: 2017

« Topics
— Rituximab treatment; effectiveness of low dose vs high dose
— Thrombosis rates
— Outcomes using treatments such as romiplostim (Nplate) and
eltrombopag (Revolade)
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Publications NHS
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Thromboembolism in adults with primary immune thrombocytopenia: a
systematic literature review and meta-analysis. Doobaree |U, Nandigam R,
Bennett D, Newland A, Provan D. Eur J Haematol. 2016 Oct;97(4):321-30

Fostamatinib in persistent/chronic adult immune thrombocytopenia. Newland A,
Lee EJ, McDonald V, Bussel JB. Immunotherapy. 2018 Jan;10(1):9-25

Safety and efficacy of romiplostim in splenectomized and nonsplenectomized
patients with primary immune thrombocytopenia. Cines DB, Wasser J,
Rodeghiero F, Chong BH, Steurer M, Provan D, Lyons R, Garcia-Chavez J,
Carpenter N, Wang X, Eisen M. Haematologica. 2017 Aug;102(8):1342-1351

Case report of eltrombopag in a pregnant patient with ITP. KLM White, L Bowles,
D Provan, L Taylor, A Newland, BSH, 2017

Comparison of the effects of the TPO receptor agonist, Romiplostim, in
patients with ITP < 1yr versus > 1yr. DJ Kuter, AC Newland, BH Chong, F
Rodegheiro, MT Romero, | Pabinger, Y Chen, B Metha, M Eisen ASH 2017; BLOOD
2017, 130, 1055
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Our website Barts Health

NHS Trust

http://ukitpregistry.com

y Home|UKAdultITP Registry X | =+ - — — oo S
v — —
< C ® Notsecure | ukitpregistry.com/index.html = o

UK ADULT ITP REGISTRY

HOME Hello and welcome to the UK Adult ITP Registry Website. The site is designed to assist haematologists who
want to take part in the UK Adult ITP registry, as well as providing additional information which will be of

ANNOUNCEMENTS interest to patients with ITP.

REGISTRIES e Aims: to collect clinical information (age at onset, bleeding symptoms, treatments given and responses),

R ATIGRT standard lab tests, and investigational assays. All this information will be analyzed looking for associations
between the presence of genetic variations and (i) development of ITP, (ii) responses to treatment, (iii) severity

EDUCATION % of ITP and several other parameters. We are keen to involve as many UK centres as possible.

CONTACT US 5 Revised Adult ITP Registry Protocol: We encourage all potential collaborating centres that have not already
done so to file for local R & D approval for the latest version of the protocol (version 2.3, 16th May 2018). A

WHAT'S NEW? - link to the amendment notification email and all related documents can be found here.

ITP CLINICAL CENTRES

ACKNOWLEDGEMENTS For Registry or drug trial information please c us.

Adult ITP Registry database: Click HERE to go to the UK Adult ITP database for data entry.

Thanks to Drew Provan, our technology guru!
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UK Adult ITP Registry NEWSLETTER

~
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Welcome!

-
Hello and welcome to the latest issue of the UK Adult ITP Registry newsletter! Thank you to everyone
for their ongoing support and working with the registry.

-,

Study Updates

@nanw arm of UK TP Registry \
The latestversion of the study protocolwill

now include consenting participantswith
primary ITR in pregnancy [previouslythiswas
an exclusion). Pregnant womendiagnosed
with primary ITP prior to or during their
current pregnancy willbe consented forthe
sub-study. Itisimportant to note thatthisis
not & separatestudytothe main TP registry
and will notrequireseparate R&D approval.
Patientswho meetthe inclusioncriteriafor
the pregnancy arm of the studywill have to
complete 2 consent forms; one forthe main
adult ITP registry and theother forthe
pregnancy registry.

Registry Database
The Registry REDCap database hasbeen
successfully updated and islivel

You should have received an email givingyou
accesstothe project on REDCap. If you have
notreceived thisemailoryou cannot access
the database, please getin touch.

Oneofthe majorchangeswasto incorporate
the pregnancy arm of the study, as
mentioned above. Please ensureto update
your participant logs to includea new column
titled ‘Pregnancy Registry Consent Date’. This
is onlyfor participantsthat consent forthe
pregnancy arm of the study.

We have updated the userguidesand
proformas to reflect the latest versionof the
database—-thesecan befoundinthe File
Repository on REDCap.

For any further informationor clarifications,
please do not hesitate to contact us.

"

}
Adult ITP Registry Team

Reminders

ﬂal approvals for latest substantial \
protocol amendment:

The HRA notification emailwassentta all
siteson 06/08/2018 detailing the RECand
HRA approvalsforthe latest substantial
protocol amendment alongwith the
document pack.

The new versionof the protocol, version 2.3
dated 16/05/2018, cannow be implemented
(as of 10/09/2018). Ifyou haven'tdoneso
already, pleasesendthroughconfirmation of
your local R&ED approvals.

Please send through the localised versions of
your patient informationshestsand informed
consent forms to the registry team.

This isalsz a great opportunity to send
through updated delegationlogsandCVs (2
page versions, signed and dated) and GCP
certificates.

. /

Barts Health
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Funding NHS
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« Fantastic support from the patient support association:
THANK YOU!

« Additional Grants from (2010 — 2018)

— Barts Charity
— Novartis

— Amgen

— Rigel
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THANK YOU TO ALL THE PATIENTS

WE COULDN'T DO THIS WITHOUT YOU




