ARCHBE

The early use of Antibiotics in at Risk CHildren with InfluEnza

Document Updates to ISF

The following documents have been inserted into the
ARCHIE Site File. Please ensure your Site File is up to
date.

Study Info and Contact Page

Front of folder

WOO06 v1.1 Serious Adverse Event Reporting Section 2.3
6Feb2015

University of Oxford Insurance Policy Schedule 2015- | Section 3.2
2016

Sub Am 7 REC Favourable opinion 8Jull5 Section 7
Sub Am 7 R&D non notifiable confirmation (email) Section 7
17Jul2015

Sub Am 7 sponsor approval confirmation (email) Section 7
23June2015

Sub AM 7 Cover Letter to REC 18June2015 Section 7
Sub AM 7 IRAS snapshot Section 7
Sub AM 7 ARCHIE Electronic Communication v2 Section 7
26May2015

Sub AM 7 ARCHIE Covering Letter to parent/carer for | Section 7
mailshot GP sites 24June2015

Sub AM 7 ARCHIE Covering Letter to parent/carer for | Section 7
mailshot secondary care sites 24June2015

Sub AM 8 REC Favourable Opinion 25September2015 | Section 7
Sub Am 8 sponsor approval confirmation Section 7
25September2015

Sub Am 8 cover letter to REC 25September2015 Section 7

Site Recruitment Status Log vl 18Nov2015

Section 8.5 (or with
study drugs if more
convenient)

MIA (IMP) 741 v10 July 2015

Section 10.1 (With IMP
dossier)

If you are missing any documents please let your local co-ordinator know and

we will be happy to provide additional copies.




