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Dr Hilary Paniagua
REC Chair
West Midlands – Black Country REC

Health Research Authority
The Old Chapel
Royal Standard Place
Nottingham

NG1 6FS 
08th October 2020
Dear Dr Paniagua
Study title:
A pilot cluster randomised clinical trial of the use of selective gut decontamination in critically ill children (Paediatric Intensive Care and Infection Control: PICnIC) 

REC reference:

20/WM/0061
IRAS number:

239324
Amendment number: 
1
We wish to seek a substantial amendment for the above study.  This purpose of this amendment is to 1) update the protocol 2) update Patient Information Sheets and 3) update Consent Forms.
1) We propose updating the protocol as follows:

· Updating trial design and trial flow diagrams.
· Clarifying information regarding the duration of SDD intervention. 

· Providing further information on the recruitment in to the Ecology surveillance week part of the study.

· Updating the list of samples being taken at admission to the PICU unit and as part of routine care, also indicating if they are to be taken if only clinically indicated.
· Expanding on safety reporting processes and procedures.

· Other minor administrative changes.

2) Patient Information Sheets (PIS):
· Following HRA advice we decided to change any leaflets to PIS. This has involved creating a new layout and therefore tracked changed versions are not available for the below previous leaflets. 

Previously approved PICnIC Pilot Trial Control Arm Parent_Guardian Information Leaflet V1,1, 10 March 2020 has been updated to PICnIC Control Arm Parent_Guardian PIS (bereaved/not bereaved) V2,0, 25 Sept 2020 (see below enclosed documents).

Previously approved PICnIC Pilot Trial Ecology Parent_Guardian Information Leaflet V1.1, 10 March 202 has been updated to PICnIC Ecology Parent_Guardian PIS (bereaved/not bereaved) V2,0, 25 Sept 2020 (see below enclosed documents).
· All PIS have been updated to ensure HRA wording on transparency of personal data processes has been added. A baseline PIS was also created so it was clearer for sites which PIS should used in the 1st period of study before randomisation to SDD intervention occurs, it also does not provide information on how sites would be randomised into control vs intervention as this information is not required for this baseline period. It includes information about the qualitative study and is split in to bereaved and non-bereaved.
· On non-bereaved PIS, information about consent for additional samples was added. On all PIS, information has been added explaining what routine and clinically indicated samples are being taken and what they are used for.
· Information on the qualitative study has been added to all PIS which will be consented for. Bereaved parents or guardians are approached for the qualitative study at a later timepoint.
Previously approved PICnIC Pilot Trial Parent_Guardian Information sheet V1.1, 10 March 2020 has been updated to PICnIC Intervention Parents_Guardian PIS V2, 25 Sept 2020 (see below enclosed documents).

3) Updated and additional Consent Forms:

An update to the Consent Form (now PICnIC Consent Form Parent or Legal Guardian (non bereaved) V3.1 08 Oct 2020) has been made to reflect changes in PIS references. It has also been revised to solely ask for consent for additional samples to be taken, analysed and stored (which will be sought prior to these being taken). We have removed the option which allows the refusal of use of additional samples (as these will not be taken in the first instance without prior consent).

An additional Consent Form (PICnIC Consent Form Parent or Legal Guardian (bereaved) V1_08 Oct 2020) has been created as consent for additional samples will not be required. Consent for these should have been sought prior to bereavement. If consent before bereavement was not obtained no additional samples would have been taken. 
Please find enclosed the following supporting documents:

· PICnIC Protocol V2.0_02 Oct 2020_clean
· PICnIC Protocol V2.0_02 Oct 2020_tracked changes
· PICnIC Consent Form Parent or Legal Guardian (non bereaved) V3.1_08 Oct 2020_clean
· PICnIC Consent Form Parent or Legal Guardian (non bereaved) V3.1_08 Oct 2020_tracked
· PICnIC Consent Form Parent or Legal Guardian (bereaved) V1_08 Oct 2020
· PICnIC Baseline Parents_Guardian PIS (bereaved)_V1.0 25 Sept 20

· PICnIC Baseline Parents_Guardian PIS (non-bereaved)_V1.0 25 Sept 20

· PICnIC Control Parents_Guardian PIS (bereaved)_V2.0 25 Sept 20

· PICnIC Control Parents_Guardian PIS (non-bereaved)_V2.0 25 Sept 20

· PICnIC Ecology Parents_Guardian PIS (bereaved)_V2.0 25 Sept 20

· PICnIC Ecology Parents_Guardian PIS (non-bereaved)_V2.0 25 Sept 20

· PICnIC Intervention Parents_Guardian PIS (bereaved)_V2.0 25 Sept 20_clean

· PICnIC Intervention Parents_Guardian PIS (bereaved)_V2.0 25 Sept 20_tracked

· PICnIC Intervention Parents_Guardian PIS (non-bereaved)_V2.0 25 Sept 20_clean

· PICnIC Intervention Parents_Guardian PIS (non-bereaved)_V2.0 25 Sept 20_tracked

Please do not hesitate to get in touch if you require any further information to consider this substantial amendment.

I look forward to hearing from you.

Yours sincerely


Alanna Brown
Trial Manager
alanna.brown@icnarc.org    picnic@icnarc.org
On behalf of the PICnIC Trial Management Group

Copy to: 
Dr Nazima Pathan Chief Investigator 
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