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Section 

Document Version Date 

2.0 Patient Hardware Receipt Acknowledgement  V1.0, 10-Feb-2020 

2.0 Patient Identification Log  V1.0, 20-Jan-2020 

2.0 Patient Screening and Enrolment Log  V1.0, 08-Jan-2020 

2.0 Informed Consent Form V3.0, 13-Jan-2020 

2.0 Informed Consent Video (Online) V1.0, 12-May-2020 

2.0 Patient Information Sheet  V4.0, 05-May-2020 

2.0 GP Letter  V2.0, 11-Nov-2019 

2.0 Patient Labels V1.0, 08-Jan-2020 

2.0 Qualitative Consent form  V1.0, 31-Aug-2020 

2.0 Qualitative Patient information sheet  V1.0, 31-Aug-2020 

3.0 Site Signature and Delegation Log  V1.0, 07-Jan-2020 

3.0 Participant Information Sheet for Clinicians V2.0, 17-Jan-2020 

3.0 Site Hardware Receipt  V1.0, 10-Feb-2020 

4.0 Protocol  V5.0, 06-Oct-2020 

4.0 Trial Flowchart  V1.0, 26-Sep-2019 

5.0 CTCAE  V4.0, 29-May-2019 

5.0 SAE Form V1.0, 22-Nov-2019 

6.0 CRF Completion Guidelines V2.0, 23-Jun-2020 

6.0 ERDC Guidelines V1.0 28-Feb-2020 

6.0 Consent and Randomisation Form V1.0, 19-Nov-2019 

6.0 Baseline Form  V4.0, 28-Sep-2020 

6.0 Healthcare Contacts Form V3.0, 28-Sep-2020 

6.0 Home Visit Form V1.0, 03-Dec-2019 

6.0 Concomitant Medications Form  V4.0, 28-Sep-2020 

6.0 3-month Follow-up Form  V1.0, 19-Nov-2019 

6.0 6-month Follow-up Form  V1.0, 19-Nov-2019 

6.0 9-month Follow-up Form  V1.0, 19-Nov-2019 

6.0 12-month Follow-up Form  V1.0, 19-Nov-2019 

6.0 Patient Completed Booklet Baseline V2.0, 10-Feb-2020 

6.0 Patient Completed Booklet 3 months V2.0, 10-Feb-2020 
6.0 Patient Completed Booklet 6 months V2.0, 10-Feb-2020 
6.0 Patient Completed Booklet 9 months V2.0, 10-Feb-2020 
6.0 Patient Completed Booklet 12 months V2.0, 10-Feb-2020 
6.0 Trial Exit Change of Status V2.0, 28-Sep-2020 

7.0 Note to File  V1.0, 08-Jan-2020 

8.0 CRP Cobas 101 Training Slides 2019 

8.0 Saliva Collection Address and Courier Details  V1.0, 07-Jan-2019 

8.0 Saliva Collection Guidelines V1.0, 07-Jan-2019 

9.0 CTPRO-10 Predict & Prevent AECOPD Project SOP V4.0, Feb-2020 

10.0 HRA Approval  30-Jan-2020 

10.0 REC Favourable Opinion  29-Jan-2020 

11.0 i4i Product Development Award Letter of Intent 01-Feb-2019 

11.0 UoB Confirmation of Indemnity and Insurance 01-Aug-2020 

11.0 Signed Site Agreement  V2.0, 20-Jan-2020 

11.0 Sponsor Letter  15-Nov-2019 

 


