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Newsletter July 2023

Recruitment update:

In June, 45 new participants were recruited into OPTIMA.

Total recruitment to date: 3843

OPTIMA Main - 3431 participants OPTIMA prelim - 412 participants

OPTIMA International

The astute of you may have noticed a few sneaky photos of a
strange Koala knocking about on our twitter, and may be wondering
what that’s all about...

We're now in the final stages of set up in Australia and New Zealand (ANZ) and can’t wait to have them aboard!

Multiparameter testing is not available in ANZ so were extremely excited to give these patients the opportunity to take
part in OPTIMA.

You can find the Australian press release on our twitter page now—check it out!

Investigator Site File Update—2023-07-20 SITE INITIATION REFRESHER
We recently sent sites updated CRFs as part of an ISF update. Many thanks for attending our recent site
Please can you; initiation refresher, we hope you found it
useful!

1. Superseded the updated documents in your ISF.

. . ) The slides can be found on the website:
2. Complete the new OPTIMA ISF Version Control Checklist and return this to us.

http://optimabreaststudy.com/optima/

resources/admin/optima-site-initiation-
Please let us know if your site has NOT received this email. presentationvé-0-19-april-2023.pdf

3. You should start using the new documents as soon as possible.

Updated documents:

= OPTIMA Investigator Site File Indexv14.0 | —= Completion of Mastectomy Form v4.0 | 26

29 Jun 2023 Jun 2023 PATHOLOGY REPORTS
= OPTIMA ISF Version Control Log v15.0 | 20 = Non-protocol Treatment Form v2.0 | 26
Jul 2023 Jun 2023 A friendly reminder to send through
= OPTIMA ISF Version Control Checklist v16.0 = Unscheduled Annual Follow-up Form v1.0 | copies of a_" pathology reports. This will
| 20 Jul 2023 19 Jul 2023 include:
= Approved list of self-evident corrections = Baseline Details Continuation Form v4.0 |
v3.0 | 20 Jul 2023 26 Jun 2023
= Baseline Details Form v8.0 | 26 Jun 2023 = Hospital Admission Continuation Form v2.0 ® Core bi0p5y report
= Baseline Pathology Form v4.0 | 26 Jun 2023 | 26 Jun 2023 b Excision report
= Baseline Tumour Characteristics Form v4.0 = Eligibility Poster v6.0 | 11 Jul 2023 b Axillary procedures
| 26 Jun 2023 = CRF Return Schedule v7.0 | 20 Jul 2023
= Annual Follow-up Form Years 1-3v6.0 | 26 = CRF booklet cover pages v8.0 | 20 Jul 2023 We require copies of all reports to confirm
Jun 2023 = CRFversion log | 2023-07-20 eligibility. Requesting copies of additional
= 'ZAS'J‘S?ZF(;’ZI';W‘UP Form Years 4-10v6.0 | = Chemotherapy Form v8.0 | 26 Jun 2023 reports may cause delays.
= Endocrine Therapy form v6.0 | 19 Jul 2023 .
= Event Form v5.0 | 08 Jun 2023

OPTIMA Trials Team: 02476 151057 | Randomisation Line: 02476 150402

Twitter: @OPTIMAbstudy | E-mail: OPTIMA@warwick.ac.uk | Website: optimabreaststudy.com
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Recruitment per recruiting Site

(as of 26th July 2023)
Oslo University Hospital, Norway 125 George Eliot Hospital
Blackpool Victoria Hospital 117 Darent Valley Hospital
Velindre Cancer Centre 116 Darlington Memorial Hospital
The Christie NHS Foundation Trust 90 Chase Farm Hospital
University Hospitals of North Midlands NHS Trust 84  Whittington Hospital
Mount Vernon Cancer Centre 79 University Hospital Crosshouse
Bristol Haematology and Oncology Centre 79 University Hospital of North Norway, Norway
Royal Albert Edward Infirmary 78 Royal Glamorgan Hospital
Beatson West of Scotland Cancer Centre 74 St George's Hospital
Inverclyde Royal and Royal Alexandra Hospital 72 Royal Cornwall Hospital
Addenbrooke's Hospital 72 Singleton Hospital
University Hospital Coventry 65 Royal Hampshire County Hospital
NHS Lanarkshire 59 Western General Hospital
Weston Park Hospital 59 Royal Gwent Hospital
Ostfold Hospital, Norway 58 Stepping Hill Hospital
Macclesfield District Hospital 51 Stavanger Hospital, Norway
University Hospitals of Morecambe Bay 51 Basingstoke and North Hampshire Hospital
Wrexham Maelor Hospital 50 Basildon University Hospital
East Kent Hospitals NHS Foundation Trust 50 Worcestershire Royal Hospital
Peterborough City Hospital 49 Royal Derby Hospital
East Surrey Hospital 49 Southend University Hospital
Royal Devon and Exeter Hospital 47 St Mary's Hospital
Derriford Hospital 47 Hinchingbrooke Hospital
Glan Clwyd Hospital 46 Aberdeen Royal Infirmary
St Margaret's Hospital 46 Airedale General Hospital
Maidstone Hospital 46 Nordland Hospital, Norway
Luton and Dunstable University Hospital 45 Bedford Hospital
Sorlandet Hospital, Norway 45 Weston General Hospital
Salisbury District Hospital 44  University Hospital of North Tees
Torbay Hospital 43 Telemark Hospital, Norway
New Cross Hospital 43 Royal Surrey County Hospital
Russells Hall Hospital 42 Northumbria Healthcare NHS Foundation Trust
Forth Valley Hospital 41 Prince Charles Hospital
Guys Hospital 39 Royal Sussex County Hospital
Frimley Park Hospital 38  University Hospital Ayr
Sahlgrenska University Hospital, Sweden (Coordinated by Norway) 38 King's Mill Hospital
New Victoria Hospital 36 Worthing Hospital
Belfast City Hospital 35 Sunderland Royal Hospital
Medway Maritime Hospital 33  Manchester University NHS Foundation Trust
Royal United Hospital 31 Stoke Mandeville Hospital
Royal Shrewsbury Hospital 30 Dumfries and Galloway Royal Infirmary
North Middlesex Hospital 30 Doncaster Royal infirmary
Musgrove Park Hospital 30 Ulster Hospital
Queen Elizabeth Hospital, Birmingham 29 Northern Lincolnshire and Goole NHS Foundation Trust
Southampton General Hospital 29 Princess of Wales Hospital
Churchill Hospital 28 Tameside General Hospital
Great Western Hospital 28 Nottingham University Hospital
Royal Free Hospital 27 East Sussex Healthcare NHS Trust
Queen Elizabeth Hospital, King's Lynn 27 Kidderminster Hospital
Barnet Hospital 26 Ysbyty Gwynedd
Queen Elizabeth Hospital, Gateshead 26 Chesterfield Royal Hospital
Leighton Hospital 26 Alexandra Hospital
Clatterbridge Cancer Centre 26 Queen's Hospital, Romford
York Hospital 25 Haukeland University Hospital, Norway
Milton Keynes University Hospital 22  Wycombe Hospital
Charing Cross Hospital 22 Hereford County Hospital
Queens Hospital, Burton upon Trent 21 Birmingham City Hospital
Bradford Royal Infirmary 21 Broomfield Hospital
University College London Hospital 20 St Olavs Hospital, Norway
Lister Hospital 19 Alesund Hospital, Norway
L Norfolk & Norwich University Hospital 19
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