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17 July 2026

Dr Saul Faust

University Hospital Southampton NHS Foundation Trust
Tremona Road

Southampton

SO16 6YD

Dear Dr Faust
Study title: A Phase 2 randomised, single blinded, placebo controlled,

cross-over trial of a single dose of live attenuated influenza
vaccine in 12-23 month old children (FIuSNIFF-toddler)

REC reference: 25/L0O/0534

Modification number: Substantial Modification (SM03)
Modification date: 01 July 2026

IRAS project ID: 1012411

The above modification was reviewed by the Sub-Committee in correspondence.

Ethical opinion

The members of the Committee taking part in the review gave a favourable ethical opinion
of the modification on the basis described in the notice of modification form and supporting
documentation.

Approved documents

The documents reviewed and approved at the meeting were:

Document Version Date
Amendment Summary [AmendmentSummary] 01 July 2026
Annex 2: Notification of Amendment/Amendment tool [1012411 N/A 01 July 2026
Substantial Modification 03 (SM03) 01072026]

Cover Letter [2026-07-01 FIUSNIFF SM03 Cover letter] N/A 01 July 2026
Miscellaneous [26CAGO0037 SofS Final S251 Approval 15Jun26-for |N/A 15 June 2026
FIuSNIFF amendment submission]

Protocol [FIuSNIFF trial Protocol_v4.0 26 Jun 2026 TRACKED] 4.0 26 June 2026
Protocol [FIUSNIFF trial Protocol_v4.0 26 Jun 2026 CLEAN] 4.0 26 June 2026
REC Application Form [Ethics] 01 July 2026
Recruitment Arrangements [FIuUSNIFF-Toddler Pre-Screen 20 23 June 2026
eConsent COMBINED V2 dated 23 JUNE 2026 TRACKED]

Recruitment Arrangements [FIuSNIFF-Toddler Pre-Screen 2 23 June 2026
eConsent COMBINED V2 dated 23 JUNE 2026 CLEAN]

Membership of the Committee
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The members of the Committee who took part in the review are listed on the attached
sheet.

Working with NHS Care Organisations

Sponsors should ensure that they notify the R&D office for the relevant NHS care
organisation of this modification in line with the terms detailed in the categorisation email
issued by the lead nation for the study.

Statement of compliance

The Committee is constituted in accordance with the UK Research Ethics Committee (REC)
Policy Document and complies fully with the Standard Operating Procedures for Research
Ethics Committees in the UK.

HRA Learning

We are pleased to welcome researchers and research staff to our HRA Learning Events

and online learning opportunities— see details at: https://www.hra.nhs.uk/planning-and-
improving-research/learning/

IRAS Project ID - 1012411: Please quote this number on all correspondence ‘

Yours sincerely

/

On behalf of
Mr Robert Tripp
Vice Chair

E-mail: hampstead.rec@hra.nhs.uk


https://www.hra.nhs.uk/planning-and-improving-research/learning/
https://www.hra.nhs.uk/planning-and-improving-research/learning/

NHS'

Health Research
Authority

London - Hampstead Research Ethics Committee

Attendance at Sub-Committee of the REC meeting on 17 July 2026

Committee Members:

Name Profession Present Notes
Ms Julia Deacon Retired Project Executive| Yes

(L)
Mr Robert Tripp Managing Director (L) Yes Chaired




