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Dr Farah Al-Beidh

Clinical Trial Manager

Imperial College London / ICNARC
Tel: 020 7831 6878

Mobile: 07714051401

Fax: 020 7831 6879
Email: ukremap-cap@icnarc.org

MHRA

Dear Graham and Kirsty,

Re: Study Title: Randomized, Embedded, Multi-factorial, Adaptive Platform Trial for community -
Acquired Pneumonia

REC reference: 18/10/0660

EudraCT number: 2015-002340-14

IRAS project ID: 237150

Substantial amendment 16 (AMO016) Expedited Approval

| am submitting substantial amendment AMO016 for the REMAP-CAP study, | have made the below
changes to the MHRA CTA.

We are adding 2 IMP products to the CTA

1. The addition of unlicensed Sarilumab. The manufacturer (Sanofi Montpelier) will be providing the
study with both licenced and unlicensed product for use in REMAP-CAP. The unlicensed product will
be provided with clinical trial labels (submitted to MHRA), GMP certification and QP declaration.
Sarilumab will be supplied to trial sites through PHE authorised distribution sites

2. The addition of Kaletra 80mg/20mg Oral Solution.
Aesica UK is the manufacture of Kaletra Oral Solution. The Marketing Authorisation Holder is Abbvie.
This product will be provided with GMP certification and QP declaration.

Farah Al-Beidh PhD

UK REMAP-CAP Trial Manager
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Mobile: 07714051401

Fax: 020 7831 6879

Email: ukremap-cap@icnarc.org
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