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The Chair
West Midlands – Black Country Research Ethics Committee
								
25 August 2020

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) 
REC reference:		19/EE/0362
IRAS number:		239324

On behalf of the PICnIC Trial Management Group, I would like to thank the Black Country REC members for their thorough review. Further to your email of 12th August 2020, we have provided the requested information and resubmitted the study documentation as detailed below. 

Ethical Review

	Ethical Review - Conditions of Favourable Opinion 
	Response from the applicant

	Please confirm that you will only be using the newly submitted Ecological Poster and this replaces the Family Room Poster.
	We would like to use both posters, the Ecological Poster and the Family Room Poster. The Family Room Poster was attached in our first submission. We have found in other paediatric studies that a brief poster, in this case the Family Room Poster, works well to raise awareness and allow parents to start a conversation with bedside nurses or members of the research team should they wish to.



HRA and HCRW assessment - Further information required
	HRA and HCRW assessment - Further Information Required
	Response from the applicant

	Please clarify in the PIS how long personally identifiable data will be kept for after the end of the study.  I cannot find that this has been added.  
	Our apologies, we have now amended the PIS

	Is it possible to provide evidence of the funding from the NIHR which quotes the amount of funding.  This has not been submitted. 
	The start-up letter confirming the award was attached to our first IRAS submission. Here is a link to the funding award page where the amount of funding is stated: https://fundingawards.nihr.ac.uk/award/16/152/01   

	
Further to IRAS A36, there will be access to personal data by individuals outside of the direct care team.  Can you please advise on the legal basis for this access as consent is not being sought. I note the answer to A74 where it is written that informed consent will be sought.  Please can you clarify when.

Thank you for the further information.  Are you confirming that no individual outside of the direct care team will have access to personally-identifiable data including ID logs and for audit (with the exception of the qualitative study)? 

	We apologise for any lack of clarity regarding the consent process. We felt it would be helpful if we provided a table outlining the order of study processes (see ‘Table 1: study processes). Prior to the information sheet being given to the legal guardians there will be no access to personally identifiable data by anyone outside of the direct care team. 

Parents will be asked to actively consent for additional sample collection/analysis, participation in the qualitative study (questionnaire/interviews) and for access to medical records/identifiable data by ICNARC. Data collection (non-identifiable) will be carried out under public interest with the patients being directly informed and given the opportunity to opt-out.

An updated Consent Form (v3.0, 19 August 2020) is enclosed.
We have also made this clear across the following documentation (PIS and the protocol) and have added additional PIS for bereaved parents/guardians for ecology period and control arm. Please find these documents enclosed. 

	How will parents be informed about the interview being audio recorded and who will have access to the recording?

Will participants be informed verbally that recordings will be shared with a transcription company? 

	Yes, parents will be informed verbally that recordings will be shared with a transcript company for transcription purposes only.




With kind regards, 
[image: ]

Paul Mouncey
Head of Research 

Copy to: 	Professor Nazima Pathan, Chief Investigator
Dr Adam Loveday, Sponsor Contact
Helen Penistone, Health Research Authority

Enc.
PICnIC Pilot Trial Parent Guardian Information Sheet (non bereaved) v1.2, 19 August 2020_tracked
PICnIC Pilot Trial Parent Guardian Information Sheet (non bereaved) v1.2, 19 August 2020
PICnIC Pilot Trial Parent Guardian Information Sheet (bereaved) v1.2, 19 August 2020_tracked
PICnIC Pilot Trial Parent Guardian Information Sheet (bereaved) v1.2, 19 August 2020
PICnIC Consent Form (Parent or Legal Guardian) v3.0, 19 August 2020_tracked
PICnIC Consent Form (Parent or Legal Guardian) v3.0, 19 August 2020
PICnIC Ethics Resubmission Covering Letter
PICnIC Pilot Trial Control Arm Parent Guardian Information Leaflet (non bereaved) v1.2, 19 August 2020_tracked
PICnIC Pilot Trial Control Arm Parent Guardian Information Leaflet (non bereaved) v1.2, 19 August 2020
PICnIC Pilot Trial Control Arm Parent Guardian Information Leaflet v1.2 (bereaved), 19 August 2020
PICnIC Pilot Trial Ecology Parent Guardian Information Leaflet (bereaved) v1.2, 19 August 2020
PICnIC Pilot Trial Ecology Parent Guardian Information Leaflet (non bereaved) v1.2, 19 August 2020_tracked
PICnIC Pilot Trial Ecology Parent Guardian Information Leaflet (non bereaved) v1.2, 19 August 2020
PICnIC Protocol v1.2, 19 August 2020_tracked
PICnIC Protocol v1.2, 19 August 2020
Table 1 Study Processes



image1.jpeg
iy AL
#l A




image2.emf

