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22nd June 2018
Dear HRA committee,

Re: IRAS project ID: 209688

REC Ref: 16/LO/2067
Study title: Open, multi-centre, randomised controlled trial of cardiac output-guided fluid therapy with low dose inotrope infusion compared to usual care in patients undergoing major elective gastrointestinal surgery (OPTIMISE II).

Amendment number: Minor amendment 5
We would be grateful if you would consider the attached minor amendment to our ethics approval, which relates to a proposed change in the Patient Information Sheet and Informed Consent Form used by the Scottish sites only.  
The rationale for this change is as follows: For the CHI numbers (which is the equivalent to the NHS number in England and Wales) to be collected by the Scottish sites, this needs to be explicitly stated in both the informed consent form and patient information sheet. 

We propose to change point 5 of the Informed Consent Form:

‘I understand that information collected about me including my name, DOB and NHS number will be shared with NHS Digital and other central NHS bodies to provide information about my health status for this research.’
To:

‘I understand that information collected about me including my name, DOB and CHI (Community Health Index number if you are treated in Scotland) number will be shared with NHS Digital and other central NHS bodies to provide information about my health status for this research. The CHI number consists of the 6 digit Date of Birth (DDMMYY) followed by a 3 digit sequence number and a check digit. The ninth digit is always even for females and odd for males.’
We propose to change the section on confidentiality in the Patient Information Sheet:

‘To ensure we identify you correctly, we will need to provide your name, date of birth, postcode and NHS number to the NHS agencies that keep these records.’
To:

‘To ensure we identify you correctly, we will need to provide your name, date of birth, postcode and CHI (Community Health Index number if you are treated in Scotland) number to the NHS agencies that keep these records. The CHI number consists of the 6 digit Date of Birth (DDMMYY) followed by a 3 digit sequence number and a check digit. The ninth digit is always even for females and odd for males.’
Yours sincerely
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Rupert Pearse 
Professor & Consultant in Intensive Care Medicine Queen Mary University London
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