[image: ][image: ][image: ][image: ]






[image: ]

Insert NHS logo
<Trust address 1> <Trust address 2>
<Trust address 3> <postcode>
<research team telephone number>





Paediatric Intensive Care and Infection control (PICnIC) Study


                    
			

Patient/Guardian Information sheet
 
	We would like to tell you about a research study taking place in this PICU
We know this is a very difficult time for you and your family. We would like to tell you about a study that is taking place in the PICU your child was admitted to. This study is looking at improving the prevention of infection in children who are critically ill.
This Intensive Care Unit is participating in a research study to compare the difference between two types of infection control procedures. Trained staff collect routine information about each patient’s stay in the Intensive Care Unit.
We are part of a study looking at how we can improve infection control procedures within PICU. To help us understand if these measures work, we need to know what ‘normal’ looks like in the unit. To do this, we are looking at samples taken from children before, during and after the study. 
This is the period (before/during/after) the study and we will be taking samples from all children admitted between (date) and (date)

1) What samples are taken?

In order to watch for infections, samples will have been taken at admission to the unit and as part of routine care.
· Nasopharyngeal (swab from nose and throat)
· Stool samples or rectal swabs
[bookmark: _Hlk57039875]If the doctors were concerned about specific infections, they will have taken the following samples to check what bacteria were growing (if any):
· Urine samples (if clinically indicated)
· Respiratory samples (collection of sputum) (if clinically indicated)
· Swabs of any wounds your child may have (if clinically indicated)

2) Did these tests cause my child any distress or pain?

None of these tests caused your child any pain. Whilst some swabs may have caused some mild discomfort, this only lasted a few seconds. All the doctors and nurses performing these tests are experienced and ensured your child experiences as little discomfort as possible.

3) What is the PICnIC study about?

Very ill children are at higher risk of getting infection whilst in hospital. Many of these infections are caused by bacteria already in the child’s body such as those in the mouth or stomach. The study is looking at whether using a treatment called Selective Decontamination of the Digestive Tract (SDD) is better at preventing infections than the things we already do, like hand hygiene and non-touch techniques. 

Your child was not part of the main study and did not receive any additional treatment.

4) What happens to the samples after the study?

After the study, the samples will be safely and confidentially destroyed.

5) How will my child’s information be used? 

We will need to use information from your child and their medical records for this research project. 

This information will include your child’s name, contact details and NHS number. People will use this information to do the research or to check your records to make sure that the research is being done properly.

People who do not need to know who you are will not be able to see your child’s name or contact details. The data will have a code number instead. 

We will keep all information safe and secure. 

Once we have finished the study, we will keep some of the data so we can check the results. We will keep identifiable information about you and your child for no longer than one year after it is finished (unless you have agreed otherwise).  We will write our reports in a way that no-one can work out that your child took part in the study.

6) What are my choices about how my child’s information is used?
Will my child’s information be used?
You can stop being part of the study at any time, without giving a reason, but we will keep information about your child that we already have. 

If you choose to stop taking part in the study, we would like to continue collecting information about your child’s health from your hospital. If you do not want this to happen, tell us and we will stop.

We need to manage your records in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you. 

If you agree to take part in this study, you will have the option to take part in future research using your data saved from this study. This information will not be identifiable. 

7) Where can I find out more information about how my child’s information is used?

You can find out more about how we use your child’s information;
· at www.hra.nhs.uk/information-about-patients/
· by asking one of the research team
· by sending an email to PICnIC@icnarc.org



[bookmark: _Hlk48730503][bookmark: _Hlk48732264]8) Can I give feedback on the study? 
[bookmark: _Hlk48730689][bookmark: _Hlk48732949]
Yes – if you feel able to, we would like to know your views on the study. 

We would like to invite you to take part in a telephone or online video conference (e.g., Zoom) interview at a later date. You will be asked how you felt about the study and how you think we should run a larger study in future. The views of parents/guardians are important to help us find the best way to do the study, including how we should explain the study to parents/guardians. If you would like to help, we ask that you complete the consent form and provide your contact details. A member of the PICnIC study team will then contact you within the next two months to arrange an interview.

It is important that we get a wide range of opinions from caregivers as this will help us understand why people may not wish to take part. Therefore, we would invite you to take part in the interview even if you decide that you do not want your child’s information included in the study.

The study results will be made available on the ICNARC website (www.icnarc.org) when it is finished.

9) Who is involved in this study?

This PICU is one of six NHS PICUs that are taking part in this pilot study across the country. The National Institute for Health Research (NIHR) Health Technology Assessment (HTA) programme is funding the study. Dr Nazima Pathan (University of Cambridge) is the PICnIC Study Chief Investigator. The study is managed by ICNARC and sponsored by the University of Cambridge and Cambridge University Hospitals NHS Foundation Trust. Parents of children who have previously been admitted to PICU have been involved in the development of this study, including this information sheet and how you were asked to take part.

10) What if there is a problem?

Complaints: If you have a concern about any aspect of the PICnIC Study, you should ask to speak with the hospital Principal Investigator (<INSERT NAME>) or the research team (contact details at the top of the first page) who will do their best to answer your questions. If you remain unhappy and wish to complain formally, you can do this through the NHS Complaints Procedure – details can be obtained from your child’s hospital.

Harm: For NHS service advice or support, please visit http://www.nhs.uk/ to find contact details for your local Patient Advice and Liaison Services (PALS). If you are harmed due to someone’s negligence or wish to complain about any aspect of the way you have been approached or treated during the course of this study, contact the hospital’s PALS for further information. The NHS Clinical Negligence Scheme for Trusts provides full financial liability for harm caused to participants in the study caused through negligence. The University of Cambridge provides insurance cover for negligent harm caused as a result of the design and management of the study, and for non-negligent harm arising through participation in the study.

[bookmark: _Hlk24378285]
11) Who has reviewed the study?

The study has been reviewed by the NIHR HTA and an independent group of people, call a Research Ethics Committee (REC) to protect your interests. PICnIC was reviewed by West Midlands – Black Country Research Ethics Committee who approved the study (20/WM/00610) and who have agreed that the study is being conducted in a correct and appropriate manner.

Thank you for your time.





Study Investigator’s contact details

	Study Investigator
	

	Study Nurse
	

	Day time Telephone
	

	Emergency Telephone
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