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The Chair
West Midlands – Black Country Research Ethics Committee
								
23 June 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 5th March 2020, we have amended and resubmitted the study documentation as detailed below. 

We would also like to take this opportunity to apologise for the delay in response – as Intensive Care specific clinicians and researchers, both the trial team and co-applicants were diverted to COVID-19 specific work. 

	Number
	Action required
	Response from the applicant

	1.      
	The Committee require written confirmation that consent will be sought for all parts of the study that is not part of standard of care including additional samples.  Consent/assent forms will need to be submitted and they should be split into age appropriate ranges.
	 We confirm that consent will be sought for the additional samples that will be needed to screen the microbiology of children enrolled to the study. 

Consent forms for the screening samples are attached.


	2.      
	To avoid the study involving adults who lack capacity and needing to be reviewed by a flagged Committee, participants 16-18 years old should be excluded from the study.  It was noted in discussion that it would be unlikely that this age group would be in the PICUs anyway.
	 Thank you – we have amended the protocol to reflect that only those < 16 years will be recruited.  

	3.      
	The following changes/revisions should be made to the Participant Information Sheets/leaflets:
 
3.1  The Committee agreed that the information sheets and assent forms should start at a lower age than 8, and that they should all be made age appropriate.  The link provided gives guidance http://www.hra-decisiontools.org.uk/consent/principles-children.html
3.2  It was noted that many points were duplicated across the information sheets and leaflets, please amend so information is only listed once.
3.3  In the Children’s information sheets, under ‘Will joining help me’ please remove that ‘you will be helping other children/young people in the future’.
3.4  Please provide a draft version of the Healthcare professionals information sheet or confirm that a substantial amendment will be submitted before it is used.
3.5  In the participant information sheet under the heading ‘What are my choices about how my child’s information is used’ please amend the second sentence as if they choose to stop taking part in the study, there should be no continuing of collecting information about the child’s health.
	 3.1 - We have developed an information sheets and assent forms for patients less than 8 years old.
 
3.2 We have reviewed the patient information sheets and amended. We have taken this opportunity to amend the process slightly for bereaved parents  - removing the option of an in-hospital questionnaire and extending the during which they will be contacted for interview. We feel this will be more appropriate for the recently bereaved. 
 
3.3 This has been removed from the children’s information sheet.
 
3.4 We confirm that we will submit a substantial amendment for the information sheet for healthcare professionals, as the practitioner interviews will be based on early findings from the parent interviews.
 
3.5 This section of the PIS is the required HRA Transparency Wording for all Sponsors (https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/data-protection-and-information-governance/gdpr-guidance/templates/transparency-wording-for-all-sponsors/) and therefore we have not amended it. 

	4.      
	The Committee requested that the poster includes more details of the study, and although it is a poster it was felt that the information is too brief.
	We have developed a second – more detailed poster. We have found in other paediatric studies that the brief 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. We, therefore, would like to use both posters.

	5.      
	Please submit a copy of the short questionnaire for the Committee to review.
	 Apologies – we are unsure what is being referred to. 

	6.      
	Please confirm if the posters and leaflets will be translated if required as it is stated that hospital translation service will be used for those who do not understand oral or written information in English.
	Posters and leaflets will not be translated. We will follow unit’s standard practice for communicating information to families about their child where English is not understood. This is typically through the use of a Language Line translator.

We will monitor how often this is required, and consider which translations, if any, would be most useful for a full trial.

	7.      

	It was noted in the IRAS form part A22 that it stated participants will be signposted to referral agencies and asked for clarification who the agencies are, and what the process would be.
	This will depend on the issues that arise – for example, if a grievance with the hospital is raised, the parent would be directed to PALs. Parents may be given details for Child Bereavement UK or SANDs – charities who support bereaved parents. The qualitative researchers are extremely experienced in conducting interviews with parents of PICU patients. 

	8.      

	Please confirm if participants will receive an Amazon voucher for taking part in the second part as indicated in the protocol.  In the IRAS form it says they will not be paying participants.
	Apologies – this was an error within the protocol. We have removed the reference to Amazon vouchers. 

	9.      

	Please clarify the process for opting out, if no staff are available.  The Committee expressed concern that the longer it took to opt out, the more information will have been gathered when they didn’t want to be involved.
	PICU care is delivered 1:1 with parents and bedside nurses developing strong relationships. There will, therefore, always be a member of staff available for parents to talk to about their desire to opt-out of the study. If this is at a time when the research team are not available, the date/time of opt out will be recorded in the patient’s notes, and communicated to the research team at the earliest available opportunity.


 
  
	Number
	Recommendation
 
	Response from the applicant

	1.
	It was recommended that the name of the study is amended as the Committee agreed the title ‘Picnic’ was not appropriate.
	Whilst we recognise the committee’s concerns, we believe ‘PICnIC’ is in line with other PICU studies which include FiSh, SANDWICH, ChiPS and LEOPARDs. As a pilot trial, we are able to monitor parent’s response to the study name and, if concerns arise, amend this for a full trial. 
 
Further, PICnIC is the name currently used in all contracts and legal documentation and changing this would cause a large burden of work.



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

	Further to IRAS A29, who will identify and invite healthcare professionals at study sites to take part in the mixed methods study?
	A generic invitation will be sent to PICU-group inboxes or to generic research nurse email addresses to be disseminated to all staff who can then take part if they wish. Specific members of staff will not be identified or approached

	Please clarify in the PIS how long personally identifiable data will be kept for after the end of the study.
	Thank you – we have amended the PIS 

	Please provide evidence of the University's insurance arrangement to cover this study as detailed in answer to IRAS A76.   If it is not explicit then please confirm that babies and children are not excluded from the policy.
	 Please note that the insurance covers this study and a copy of the insurance document is enclosed

	Is it possible to provide evidence of the funding from the NIHR which quotes the amount of funding.
	 A copy of the funding approval is enclosed

	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.
	The legal basis is public interest. 

Informed consent will be sought for additional sample collection and for qualitative research. 

	How will parents be informed about the interview being audio recorded and who will have access to the recording?
	Consent for audio recording of the interview will be checked verbally before the interview commences. Only Kerry Woolfall, the qualitative researcher and the transcription company (for transcription purposes only) will have access to the recording.

	It is indicated in Part B: Section 5 of the IRAS form that all samples will be fully anonymised.  Please can you confirm that this will be the case and samples won't be linked to the data collected.
	All patients will be allocated a study number and this will be used for all samples the study database will use study ID not patient ID.



[bookmark: _GoBack]With best wishes, 
[image: ]

Daisy Wiley 
Trial Manager

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

Enc.
Ecological poster v1.0
PICnIC Pilot Trial Parent Guardian Information Sheet (bereaved) v1.1
PICnIC Pilot Trial Parent Guardian Information Sheet (non bereaved) v1.1
PICnIC Consent Form (Parent or guardian) v2.0 
PICnIC Participant Information Sheet <8 years v1.0 
PICnIC Pilot Trial Control Arm Parent Guardian Information Leaflet v1.1 
PICnIC Pilot Trial Ecology Parent Guardian Information Leaflet v1.1
PICnIC Pilot Trial Information Sheet 8-10 years v1.1
PICnIC Pilot Trial Information Sheet 11+ years v1.1
PICnIC Protocol v1.1 
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