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Facilitating Accelerated CLinical evaluation Of Novel diagnostic
tests for COVID-19 (FALCON C-19)

Thank you for your letter of 03 June 2020. | can confirm the REC has received the documents
listed below and that these comply with the approval conditions detailed in our letter dated

27 May 2020
Documents received

The documents received were as follows:

Document Version Date

Participant consent form [clean] 1.1 29 May 2020
Participant consent form [tracked] 1.1 29 May 2020
Participant consent form [Consultee (clean)] 2.0 29 May 2020
Participant consent form [Consultee (tracked)] 2.0 29 May 2020
Participant information sheet (PIS) [Consultee (tracked)] 1.1 28 May 2020
Participant information sheet (PIS) [Consultee (clean)] 1.1 28 May 2020
Participant information sheet (PIS) [clean] 1.1 28 May 2020
Participant information sheet (PIS) [tracked] 1.1 28 May 2020
Participant information sheet (PIS) [Regained capacity] 1.0 03 June 2020
Research protocol or project proposal [clean] 1.1 31 May 2020
Research protocol or project proposal [tracked] 1.1 31 May 2020
Response to Request for Further Information - 02 June 2020
Letter from funder [E-mail from funder] - 15 May 2020
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Approved documents

The final list of approved documentation for the study is therefore as follows:

Document Version Date

Covering letter on headed paper [Cover letter] 1.0 21 May 2020
GP/consultant information sheets or letters [GP letter] 1.1 20 May 2020
IRAS Application Form [IRAS_Form_26052020] - 26 May 2020
Participant consent form [clean] 1.1 29 May 2020
Participant consent form [tracked] 1.1 29 May 2020
Participant consent form [Consultee (clean)] 2.0 29 May 2020
Participant consent form [Consultee (tracked)] 20 29 May 2020
Participant information sheet (PIS) [Consultee (tracked)] 1.1 28 May 2020
Participant information sheet (PIS) [clean] 1.1 28 May 2020
Participant information sheet (PIS) [tracked] 1.1 28 May 2020
Participant information sheet (PIS) [Consultee (clean)] 1.1 28 May 2020
Participant information sheet (PIS) [Regained capacity] 1.0 03 June 2020
Research protocol or project proposal [clean] 1.1 31 May 2020
Research protocol or project proposal [tracked] 1.1 31 May 2020
Response to Request for Further Information - 02 June 2020
Letter from funder [E-mail from funder] - 15 May 2020
Summary CV for Chief Investigator (CI) [Chief Investigator CV] 1 21 May 2020

You should ensure that the sponsor has a copy of the final documentation for the study.
It is the sponsor's responsibility to ensure that the documentation is made available to R&D

offices at all participating sites.
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With the Committee’s best wishes for the success of this project.

Yours sincerely,
™, .
Léry Cim%( =0

Norbert Leon Ciumageanu
Approvals Officer
e-mail: Wales.REC5@wales.nhs.uk




