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Optimal Personalised Treatment of early breast cancer using Multi-parameter Analysis

I personalised treatment of breast cancer

44 N g‘ Recruitment update
Total recruitment is currently 1795 (1383 in Optima main and 412 in prelim)
g‘ Top recruiters for October were Luton and Dunstable Hospital with 5 patients.

Please continue to screen and approach potential participants. Thank you!

Recruitment Tip of the Month:
Being clear about when an OPTIMA patient
would not be allocated chemotherapy

Reassure patients that if they do not have chemotherapy
this is because they have been randomised to the patient
group who have had their treatment determined by the
test. Where the test outcome predicts that the patient is
unlikely to benefit from chemotherapy, the treatment
going forward will be hormone therapy alone. It is not
the case that the patient has been randomly allocated to
‘no chemotherapy’. Recruiters have found that using
the diagram in the PIS is a useful aid for explaining the
study design and the routes to the possible treatments.

Ovarian Suppression

Please remember, ovarian suppression is mandated for
all women within OPTIMA who are pre-menopausal at
trial entry (i.e. date of consent) even if they later be-
come menopausal...

The reason for this is twofold.:-

(i) to ensure that the patients within both arms receive
equally balanced endocrine treatment and

(ii) to eliminate the risk of confounding from different 4
%‘ Ensuring your patient is randomised correctly
N

rates of chemotherapy induced menopause between
the arms.

[

If ovarian suppression is not given, v
this may constitute a protocol deviation.
Patient Interviews
44

The flow diagram overleaf describes the procedureﬁ
for approaching patients about taking partin a

potential interview for OPTIMA

Contact Us
OPTIMA office 02476 151948 optima@warwick.ac.uk
QRS 01179 287296 carmel.conefrey@bristol.ac.uk

<.McGuinness. Katie
W|II mainly be working
with OPTIMA’s International sites.

Audio-recording Patient Appointments

OPTIMA Audio-recording. If you have a recorder, please
PRESS ask your next eligible patient if you can record
the appointment.

If you've yet to record, please get in touch as
currently | have a few audio-recorders

RECORD available.

We rely on your recordings to inform our recruitment sup-
port to OPTIMA sites.

Contact carmel.conefrey@bristol.ac.uk for more
information.

OPTIMA Stratification Variables

Within OPTIMA, we stratify by the following variables:
e Chemotherapy regimen

e Number of involved nodes

e Histological grade

e  Tumour size (> 30mm vs. < 30mm)

o Menopausal status

These data items are critical for the outcome of the trial.
This information is collected on the Randomisation CRF
(Form #2)

Please ensure that these items are accurate - if any of this
information (including menopausal status) is unknown,
this must be confirmed before randomisation
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OPTIMA Patient Interviews: interviews with patients that
decline OPTIMA. Procedure for approaching and &
registering patients O

The OPTIMA qualitative team are keen to interview patients that have chosen not to enter OPTIMA in order to explore
patient decision making.

Learning about the patient perspective will significantly contribute to our goal of supporting recruitment and informed
consent. We invite all sites to approach patients declining OPTIMA about potentially taking part in an interview.

Patient interviews are open to all sites and not just those audio-recording consultations.

When the patient declines to take part in OPTIMA, if appropriate, ask if they would
consider taking part in an interview about how they made their decision. Reiterate to
patients that this is not intended to change their mind about participating in OPTIMA.

If the patient is happy to find out more about an interview and have their
contact details passed on to a researcher, please complete the QRS Patient
Interview Contact Details Form with the patient.

Complete QRS Patient Registration Form (Form #QRS1) and register the
patient with Warwick Clinical Trials Unit (Mon-Fri 09:00-17:00 via
telephone 02476 150402 or fax form #QRS1 to 02476 151586.

Upon registering the patient you will receive their “QRS Registration
number”. Please add this registration number to the Form #QRS1 and
the patient interview contact details form. (If you fax the form, WCTU
will contact you to confirm the registration number of the patient)

Call Nicola Farrar on 0117 331 3307 or Carmel Conefrey on 0117 928 7296 to

give the patient’s contact details (please do not email patient’s contact
details)

Send the original version of #QRS1 to Warwick Trials Unit and keep a copy in your local
site file/patients’ notes (wherever you normally store CRFs). Store the patient interview
contact details form with the patient’s notes
/ g
Any queries or for more information about the interviews, please contact Nicola Farrar ﬁ“;\

(nicola.farrar@bristol.ac.uk) or Carmel Conefrey (carmel.conefrey@bristol.ac.uk)

[
W
The researcher CondUCﬁng the interview will consent the pat'ient for an interview

* Registering and passing on contact details for a potential interview counts for one accrual point *
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(f Number of Patients Randomised per Recruiting Site (correct at end of 19/1/2019) lla j‘

Uni\kl'sity Hospitals of North Midlands

53 | Bradford Royal Infirmary 11
Mount Vernon Cancer Centre 50 |George Eliot Hospital 11
Bristol Haematology and Oncology Centre 44 | Russells Hall Hospital, Dudley 11
University Hospital Coventry 43 | Royal Free Hospital 11
Blackpool Victoria Hospital 42 | St Mary's Hospital, Isle of Wight 11
Addenbrooke’s Hospital 41 | Darent Valley Hospital, Dartford 10
Beatson West of Scotland Cancer Centre 40 | East Surrey Hospital 10
NHS Lanarkshire 34 | Queen Elizabeth Hospital, King’s Lynn 10
Peterborough City Hospital 33 | University College London Hospital 10

Velindre Cancer Centre 33 | Belfast City Hospital

Royal Albert Edward Infirmary, Wigan 30 | Lister Hospital

The Christie 30 | Northumbria Healthcare NHS Foundation Trust
Royal Alexandra and Inverclyde Hospitals 25 | University Hospital of North Tees

Torbay Hospital 25 | Basingstoke and North Hampshire Hospital
Wrexham Maelor Hospital 25 | Royal Hampshire County Hospital
Derriford Hospital, Plymouth 23 | Airedale General Hospital

Royal Devon and Exeter Hospital

22

Bedford Hospital

The Princess Alexandra Hospital NHS Trust

22

Chase Farm Hospital, Enfield

Salisbury District Hospital

21

NHS Ayrshire and Arran

University Hospitals of Morecambe Bay

21

Queens Hospital, Burton upon Trent

Luton and Dunstable University Hospital

20

Sunderland Royal Hospital

Macclesfield District Hospital

19

Whittington Hospital

Musgrove Park Hospital

19

Worcestershire Royal Hospital

Churchill Hospital, Oxford

18

Great Western Hospital, Swindon

Queen Elizabeth Hospital, Birmingham

18

Guys Hospital

Queen Elizabeth Hospital, Gateshead

18

Ostfold Hospital, Kalnes (Norway)

Oslo University Hospital (Norway)

18

Prince Charles Hospital, Merthyr Tydfil

East Kent Hospitals NHS Foundation Trust

17

Western General Hospital, Edinburgh

Glan Clwyd Hospital, Bodelwyddan

17

Weston General Hospital, Weston Super Mare

Weston Park Hospital, Sheffield

17

Basildon University Hospital

Maidstone Hospital

16

Clatterbridge Cancer Centre

Royal Shrewsbury Hospital

16

Dumfries and Galloway Royal Infirmary

Southampton General Hospital

15

Hinchingbrooke Hospital, Huntingdon

Stepping Hill Hospital

15

Northern Lincolnshire and Goole NHS Foundation Trust

Medway Maritime Hospital

14

Nottingham University Hospital

Milton Keynes University Hospital

14

Pennine Acute Hospitals, North Manchester

North Middlesex Hospital

14

Chesterfield Royal Hospital

Royal United Hospital, Bath

14

East Sussex Healthcare NHS Trust

Barnet Hospital

13

Ysbyty Gwynedd, Bangor

Darlington Memorial Hospital

13

Birmingham City Hospital

Forth Valley Royal Hospital

13

Broomfield Hospital

Frimley Park Hospital

13

Singleton Hospital, Swansea

Leighton Hospital

13

Sorlandet Hospital, Kristiansand (Norway)

Royal Glamorgan Hospital

13

St George’s Hospital, Tooting

New Cross Hospital, Wolverhampton

12

Alexandra Hospital, Redditch
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Norfolk & Norwich University Hospital

12

Kidderminster Hospital

Royal Cornwall Hospital

12

King’s Mill Hospital, Sutton-in-Ashfield

Royal Gwent Hospital

12

York Hospital

12

Ulster Hospital ﬂ‘ ﬁ‘ ﬁ‘




