
Section 2: Summary of change(s)

Which nations had participating non-NHS/HSC organisations prior to this 

amendment?

Which nations will have participating non-NHS/HSC organisations after this 

amendment?

Was the study a clinical trial of an investigational medicinal product (CTIMP) 

OR does the amendment make it one?:

Did the study involve adults lacking capacity OR does the amendment 

introduce this?:

Did the study involve the use of research exposures to ionising radiation 

(not involving the administration of radioactive substances) OR does the 

amendment introduce this?:

Was this clinical trial of an investigational medicinal product (CTIMP) 

processed under the Combined Ways of Working (CWoW) pilot?:

Did the study receive Pharmacy Assurance?:

Did the study involve non-NHS/HSC organisations OR does the amendment 

introduce them?:

Northern IrelandScotland

Did the study involve NHS/HSC organisations prior to this amendment?:

Which nations had participating NHS/HSC organisations prior to this 

amendment?

Which nations will have participating NHS/HSC organisations after this 

amendment?

Northern IrelandEngland Wales Scotland

Is all or part of this amendment being resubmitted to the Research Ethics 

Committee (REC) as a modified amendment?

What do you want to update?:

England Wales

21 October 2020

What type of UKECA-recognised Research Ethics Committee (REC) review 

is applicable?:

Has the study been reviewed by a UKECA-recognised Research Ethics 

Committee (REC) prior to this amendment?:

Addition of text message to be sent to potentially eligible patients

For office use

QC: No

Section 1: Project information

Short project title*:

IRAS project ID* (or REC reference if no IRAS project ID 

is available):

Sponsor amendment reference number*:

Did the study involve prisoners OR does the amendment introduce this?:

Did the study involve access to confidential patient information without 

consent OR does the amendment introduce this?:

Sponsor amendment date* (enter as DD/MM/YY):

Summary of amendment including justification*:

PRINCIPLE

Where is the NHS/HSC Research Ethics Committee (REC) that reviewed 

the study based?:

281958

Non-substantial 2

Was the study a clinical investigation or other study of a medical device OR 

does the amendment make it one?:

Project type:

Did the study involve the administration of radioactive substances, therefore 

requiring ARSAC review, OR does the amendment introduce this?:

Lead nation for the study:
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New site/PI only
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(Y) (Y) (Y) (Y)

N N N N

Y Y Y Y

Review bodies

Name [first name and surname]*:

Email address*:

Section 4: Review bodies for the amendment

Please note: This section is for information only. Details in this section will complete automatically based on the options selected in Sections 1 and 2.

Lock for submission

Please note: This button will only become available when all mandatory (*) fields have been completed. When the button is available, clicking it

will generate a PDF copy of the completed amendment tool that can be included in the amendment submission. Please ensure that the amendment tool is 

completed correctly before locking it for submission.

Lock for submission

Declaration by the Sponsor or authorised delegate

 •  I confirm that the Sponsor takes responsibility for the completed amendment tool

 •  I confirm that I have been formally authorised by the Sponsor to complete the amendment tool on their behalf

Section 3: Declaration(s) and lock for submission

Carol Cornelius

carol.cornelius@admin.ox.ac.uk
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UK wide:

Full review:

Overall reviews for the amendment:

Non-substantial, no study-wide review requiredOverall amendment type:
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Add another change:

Change 1

Scotland Northern IrelandApplicability:

Area of change (select)*:

Specific change (select - only available when area of 

change is selected first)*:

Further information (free text):

Study Documents 

Other minor document change that can be implemented within existing resource in place at 

participating organisations - Please specify in the free text below

Addition of text message to be sent to potentially eligible patients who contact NHS 111

Where are the participating non-NHS/HSC organisations located that will be 

affected by this change?*:

Where are the participating NHS/HSC organisations located that will be affected 

by this change?*:

England Wales

Please note: Each change being made as part of the amendment must be entered separately. For example, if an amendment to a clinical trial of an 

investigational medicinal product (CTIMP) involves an update to the Investigator's Brochure (IB), affecting the Reference Safety Information (RSI) and so the 

information documents to be given to participants, these should be entered into the amendment tool as three separate changes. A list of all possible changes 

is available on the "Glossary of Changes" tab. To add another change, tick the "Add another change" box.

After locking the tool, refer to the "Submission Guidance" tab for further information about the next steps for the amendment.

Will all participating NHS/HSC organisations be affected by this change, or only 

some?:
All Some
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Platform Randomised trial of INterventions against COVID-19 In older peoPLE 

Participant Text Message Information (SCAS), Version/Date:  v1.0 21st October 2020, EudraCT number:2020-001209-22 

Professor Christopher Butler IRAS Project number: 281958       REC Reference number: 20/SC/058          

 

 

South Central Ambulance Service – Text Message for potentially eligible 

patient containing link to the PRINCIPLE website  

 

The COVID 111 NHS service received your referral, and a clinician will 

contact you directly. Please consider joining the nationwide clinical trial to 

find COVID-19 treatments [insert link to website]. Thank you 

 

 



IRAS 281958. Amendment

New IRAS Dev <no-reply-iras@hra.nhs.uk>
Wed 10/21/2020 14:54

To:  Hannah Swayze <hannah.swayze@phc.ox.ac.uk>

IRAS Project ID:                            281958  

Sponsor amendment reference: Addition of text message to be sent to potentially eligible 

patients 

Thank you for submitting your study amendment.  In accordance with the outcome of your 

completed amendment tool, this amendment requires no further regulatory review. Please now 

share this amendment with your UK research sites, in accordance with the instructions in your 

completed amendment tool.

For studies with more than one UK research site, your amendment will now be automatically 

shared with the R&D offices of any NHS/HSC research sites in Scotland and Northern Ireland, but 

you should share the amendment by email directly with those Research team/s.

For all NHS research sites in England and Wales, please now share this amendment by email 

directly with those sites, including both the R&D offices and research teams.

Do not reply to this email as this is an unmonitored address and replies to this email cannot be 

responded to or read.

This message may contain confidential information. If you are not the intended recipient 

please inform the sender that you have received the message in error before deleting it. 

Please do not disclose, copy or distribute information in this e-mail or take any action in 

relation to its contents. To do so is strictly prohibited and may be unlawful. Thank you for 

your co-operation.. 


