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Dear REC and HRA,

PANTHER Substantial Amendment 01 — SA01

We would like to submit a substantial amendment to make the following changes:-

1. Change of Pl at Royal Victoria Belfast to Dr Peter McGuigan. Please find their CV and GCP

enclosed in the amendment pack.

2. Addition of 8 sites and 8 PI’s — GSTT - Pl Dr Andrew Retter, Royal Free Hospital — Pl Dr Rohit
Saha, John Radcliffe Hospital — PI Dr Stuart McKechnie, Royal Stoke Hospital - Pl Mohamed
Shoaeir, Queen's Medical Centre - Pl Dr Dan Harvey, Norwich & Norfolk University Hospital -
PI Dr Christopher Christou, Southampton General Hospital - PI Dr Ahilanadan Dushianthan,
Wythenshawe Hospital - PI Dr Tim Felton. Please find all associated CVs and GCPs enclosed

in the amendment pack.

3. Correction of typographical errors on the telephone agreement form, Patient Information
Sheet Summary, Patient Information Sheet, ProLR Summary, PerLR Summary, PerLR Video
Consent Form and Patient Video Consent Form. Both tracked and clean versions are
available:-

a) PANTHER-Telephone-Agreement-Form-V2.0 02.12.25 Clean
PANTHER-Telephone-Agreement-Form-V2.0 02.12.25 TC

b) PANTHER_PIS_V3.0_17022026 TC
PANTHER_PIS_V3.0_ 17022026 Clean

PANTHER
Cover Letter V1.0, 11.08.2025
IRAS Project ID: 1008743 1


mailto:m.hetherington@imperial.ac.uk
mailto:panther@imperial.ac.uk

PANTHER

c)

d)

f)
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PANTHER_PIS Sum_V3.0_17022026 TC

PANTHER_PIS Sum_V3.0_17022026 Clean

PANTHER_PIS ProLR Sum_V3.0_17022026 TC

PANTHER_PIS ProLR Sum_V3.0_17022026 Clean
PANTHER_PerLR Sum_V3.0_17022026 TC

PANTHER_PerLR Sum_V3.0 17022026 Clean

PANTHER PerLR Video Consent Form V2.0 17.02.2026 TC
PANTHER PerLR Video Consent Form V2.0 17.02.2026 Clean
PANTHER Patient Video Consent Form V2.0 17.02.2026 TC
PANTHER Patient Video Consent Form V2.0 17.02.2026 Clean

4. As per PPl feedback and HRA guidance, we have added the option to tick the boxes and

statement 'lf you do not agree to any of the statements above, please indicate this by

placing an ‘X’ in the relevant box.' Addition of 'OPTIONAL:' to make it clear on the applicable

statements. These changes are applicable to the consent forms - Patient Information Sheet,

Patient Information Sheet Summary, Patient Information Sheet ProLR Summary, PerLR

Summary, PerLR Video Consent Form and Patient Video Consent Form. Both tracked and

clean versions are available:-

h)

j)

k)

m)

PANTHER_PIS_V3.0_17022026 TC
PANTHER_PIS_V3.0_17022026 Clean

PANTHER_PIS Sum_V3.0_17022026 TC

PANTHER_PIS Sum_V3.0 17022026 Clean

PANTHER_PIS ProLR Sum_V3.0_17022026 TC

PANTHER_PIS ProLR Sum_V3.0_ 17022026 Clean
PANTHER_PerLR Sum_V3.0_17022026 TC

PANTHER_PerLR Sum_V3.0_17022026 Clean

PANTHER PerLR Video Consent Form V2.0 17.02.2026 TC
PANTHER PerLR Video Consent Form V2.0 17.02.2026 Clean
PANTHER Patient Video Consent Form V2.0 17.02.2026 TC
PANTHER Patient Video Consent Form V2.0 17.02.2026 Clean
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5. Addition of PANTHER Patient Poster V1.0 05.03.2026. to help with recruitment and patient

understanding.

6. Additon of PANTHER mNCA_July 2022 2.3 ICL Courier Template_200226, for sites that will

use courier service.

Yours sincerely

Digitally signed b
Michael gay s y

Michael Hetherington
/m Date: 2026.03.17
16:08:56 Z
Michael Hetherington

PANTHER Trial Monitor
Imperial College London
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