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FDA clears global Phase III trial for iSCIB1+ 26 January 2026 

▪ Scancell has received FDA clearance for the registrational Phase III trial of 

iSCIB1+ in advanced melanoma, a major milestone for the company. Details 

of the study design have not yet been disclosed, but it is likely to be a 

multinational, multi-centre, blinded study (with key centres in the US, UK, 

and Europe) enrolling c 450-500 patients and, given regulator preference for 

survival endpoints as a more robust measure of patient benefit, we expect 

the primary efficacy endpoint will be progression free survival (PFS). We 

previously noted (November 2025 Outlook) that a pre-specified interim data 

read-out would be typical in a registrational oncology trial and, if included, 

this could potentially be used to seek accelerated approvals while the trial 

runs to completion. FDA approval of the proposed trial makes discussions 

with other regulators, namely MHRA in UK and EMA in Europe, easier. 

▪ The IND application was supported by the strong data from the open label 

Phase II SCOPE trial in advanced melanoma, in which Cohort 1 (SCIB1) and 

Cohort 3 (iSCIB1+) evaluated the addition of SCIB1/iSCIB1+ to double 

checkpoint inhibitors (CPIs) nivolumab and ipilimumab, now considered SoC 

(standard of care). These promising results (July 2025 Lighthouse) prompted 

selection of iSCIB1+, which is active in 80% of melanoma patients whereas 

SCIB1 is active in 30%-40% of patients. PFS is a key study metric: in the 

target HLA population (n=39) of Cohort 3 PFS was 74% at 16 months. 

Reported PFS for doublet therapy alone is 50% at 11.5 months (CheckMate-

067 data), which, for context, were the highest observed in such advanced 

melanomas. Importantly, the favourable PFS is consistent across subgroups 

including PD-L1 status, BRAF status, and prior checkpoint inhibitor exposure. 

▪ The approval on the design of the registrational trial for iSCIB1+ clears a 

major hurdle, confirming agreement on wider factors such as dose, 

manufacturing, and the existing clinical package addressing safety and 

efficacy. With a clear pathway for iSCIB1+’s further clinical development, 

management focus can now shift firmly to evaluating the financing options, 

with active discussions with potential partners known to be underway.  
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Company description: 

Scancell is a clinical-stage immuno-
oncology specialist. The key value 
drivers are iSCIB1+, the lead 
ImmunoBody programme, and Modi- 
1, the lead Moditope programme. The 
novel GlyMab glycan antibodies are 
earlier in development.  

Trinity Delta view: Scancell’s investment case centres on the potential of the 

lead oncology programmes from its highly promising ImmunoBody and Moditope 

“off the shelf” platforms. iSCIB1+ already forms the majority of our current rNPV 

(51.3%) and this is set to rise as Scancell navigates key de-risking events such as 

securing the funding for iSCIB1+ to enter this pivotal Phase III study. The quality 

and duration of responses seen in SCOPE provide reassurance that iSCIB1+ 

could alter standard of care in advanced melanoma if replicated in the 

registrational trial. Investor attention will now focus on the likely funding 

mechanism for the trial, with partnership expected to be one of the principal 

avenues under consideration. Our rNPV valuation is £382m, or 37p/share, with 

further upside potential as iSCIB1+ progresses and the expected news flow from 

both the Moditope platform (Phase I/II ModiFY data from the renal cell 

carcinoma cohort exploring Modi-1 with doublet CPIs) and the GlyMab portfolio.   
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Disclaimer 

Trinity Delta Research Limited ("TDRL"; firm reference number:  725161), which trades as Trinity Delta, is an appointed representative of 
Equity Development Limited ("ED"). The contents of this report, which has been prepared by and is the sole responsibility of TDRL, have 
been reviewed, but not independently verified, by ED which is authorised and regulated by the FCA, and whose reference number is 
185325.  

ED is acting for TDRL and not for any other person and will not be responsible for providing the protections provided to clients of TDRL 
nor for advising any other person in connection with the contents of this report and, except to the extent required by applicable law, 
including the rules of the FCA, owes no duty of care to any other such person. No reliance may be placed on ED for advice or 
recommendations with respect to the contents of this report and, to the extent it may do so under applicable law, ED makes no 
representation or warranty to the persons reading this report with regards to the information contained in it. 

In the preparation of this report TDRL has used publicly available sources and taken reasonable efforts to ensure that the facts stated 
herein are clear, fair and not misleading, but make no guarantee or warranty as to the accuracy or completeness of the information or 
opinions contained herein, nor to provide updates should fresh information become available or opinions change.  

Any person who is not a relevant person under section of Section 21(2) of the Financial Services & Markets Act 2000 of the United Kingdom 
should not act or rely on this document or any of its contents.  Research on its client companies produced by TDRL is normally commissioned 
and paid for by those companies themselves (‘issuer financed research’) and as such is not deemed to be independent, as defined by the 
FCA, but is ‘objective’ in that the authors are stating their own opinions.  The report should be considered a marketing communication for 
purposes of the FCA rules. It has not been prepared in accordance with legal requirements designed to promote the independence of 
investment research and it is not subject to any prohibition on dealing ahead of the dissemination of investment research. TDRL does not 
hold any positions in any of the companies mentioned in the report, although directors, employees or consultants of TDRL may hold 
positions in the companies mentioned. TDRL does impose restrictions on personal dealings. TDRL might also provide services to companies 
mentioned or solicit business from them. 

This report is being provided to relevant persons to provide background information about the subject matter of the note. This document 
does not constitute, nor form part of, and should not be construed as, any offer for sale or purchase of (or solicitation of, or invitation to 
make any offer to buy or sell) any Securities (which may rise and fall in value). Nor shall it, or any part of it, form the basis of, or be relied 
on in connection with, any contract or commitment whatsoever. The information that we provide is not intended to be, and should not in 
any manner whatsoever be, construed as personalised advice. Self-certification by investors can be completed free of charge at 
www.fisma.org. TDRL, its affiliates, officers, directors and employees, and ED will not be liable for any loss or damage arising from any use 
of this document, to the maximum extent that the law permits. 

Copyright 2026 Trinity Delta Research Limited. All rights reserved. 

 

More information is available on our website:  www.trinitydelta.org 
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