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1. “Children and other PILs” analysis 
Results
As mentioned previously, we separated patient information leaflets (PILs) for children, parents of children, legal/personal representatives and PILs for adults with regained capacity to provide deferred consent. We analysed these PILs separately as we expected the language used in these groups of PILs may be different. The analysis that was carried out is the same as the analysis seen for the “Adult PILs”. 
1.1 Patient information leaflet characteristics
This analysis includes 65 PILs which correspond to 35 randomised controlled trials, many trials had multiple corresponding PILs. PIL and trial characteristics are outlined in Table 1.
	Table 1: PIL and trial characteristics of “Children and other PILs”

	PIL characteristics 
	Number of PILs (%) Total number of PILs is 65 which correspond to 35 trials*

	
	

	
	

	Child PILs
	26 (40%)

	Parent PILs
	22 (33.8%)

	Regained Capacity PILs
	11 (16.9%)

	Legal Representative PILs
	5 (7.7%)

	School PILs
	1 (1.5%)

	
	

	Year 
	

	2014
	14 (21.5%) 

	2015
	6 (9.2%) 

	2016
	11 (16.9%) 

	2017
	13 (20%) 

	2018
	14 (21.5%) 

	2019
	3 (4.6%) 

	2020
	1 (1.5%) 

	2021
	3 (4.6%)

	
	

	Individually randomised trials
	63 (96.9%) 

	Cluster randomised trials
	2 (3.2%) 

	
	

	Funding status 
	

	Non-commercial 
	51 (78.5%) 

	Commercial1
	0 

	Not clear 
	14 (21.5%) – all PILs for children

	
	

	Sample size 
	

	200 and less 
	7 (10.8%) 

	201-400
	14 (21.5%) 

	401-600
	4 (6.2%) 

	601-800
	3 (4.6%) 

	1001 and more
	10 (15.4%) 

	Not clear from PIL
	27 (41.5%) 

	Median sample size 
	502 participants

	
	

	Study population 
	

	Vulnerable2
	42 PILs (64.6%) were for trials among vulnerable populations 
· 17 for parents 
· 13 for children
· 10 for regained capacity adults
· 1 for a legal representative 
· 1 for a school 

	Mix of vulnerable and non-vulnerable populations
	23 PILs (35.4%) 
· 13 for children
· 5 for parents
· 4 for legal representatives
· 1 for regained capacity adults

	
	

	Intervention type 
	

	Drug
	30 (46.2%) 

	Non drug
	30 (46.2%) 

	Surgical trial
	1 (1.5%) 

	Not clear from PIL
	4 (6.2%)

	
	

	Mode of follow-up 
	

	Clinic visit 
	20 (30.8%) 

	All data collected in hospital
	4 (6.2%) 

	Combined methods of follow-up
	33 (50.8%) 

	Not clear from PIL
	8 (12.3%) 

	
	

	Clinical Speciality 
	

	Dermatology 
	14 (21.5%) 

	Infectious disease
	7 (10.8%) 

	Neonatal care 
	6 (9.2%) 

	Respiratory diseases
	5 (7.7%) 

	Paediatrics 
	5 (7.7%) 

	Genetic conditions
	5 (7.7%) 

	Cardiology 
	4 (6.2%) 

	Neurology 
	4 (6.2%) 

	Nephrology 
	3 (4.6%) 

	Immunology 
	3 (4.6%)

	Intensive care 
	3 (4.6%) 

	Dental Health 
	2 (3.1%) 

	Haematology 
	1 (1.5%) 

	Otology 
	1 (1.5%) 

	Emergency care 
	1 (1.5%) 

	Not clear from PIL
	1 (1.5%)


*4 trials/trial protocols are included in the ‘adult’ PIL analysis and the ‘children and other’ PIL group analysis as these trials include both adults with capacity and children/adults without capacity. 1Commerial trials were defined as a trial that has any type of funding or donation from a private for-profit company/organisation for example partly funded by pharma or product provided by a commercial company was classified as a commercial trial. 2Vulnerable populations were defined via local ethics committee definition (1) and ICH-GCP definition (2) these included; infants and children aged 17 years and under, pregnant women, institutionalised individuals (prisoners, in nursing homes, mental health institutions), critically ill/ICU patients/patients on ventilators unable to provide consent so deferred consent is gained, where stated in the protocol deferred consent is obtained, adults aged 60 and over, participants with learning disabilities, suffers of dementia, adults with terminal illness, homeless individuals and refugees, adults with mental illness, and members of the armed forces and medical/nursing/dental/pharmacy students where there is a hierarchy in the trial that would influence the decision to take part voluntarily.

1.2 Communication of plans to use strategies to promote participant retention in PILs.
1.2.1 Proactive plans to use strategies promote participant retention. 
SPIRIT item 18b(i) “plans to promote participant retention” were communicated in 41.5% (n=27) of the PILs. Twenty-nine-point-six percent (n=8) of PILs communicated plans to use ‘combined strategies’ to promote participant retention. The most common ‘combined strategy’ was ‘reminders, contact information and data collection location and method’ (37.5%, n=3). This includes any form of reminder for study visits or questionnaire return, collecting multiple forms of contact/relatives contact information and providing pre-paid return envelopes or for example choice of data collection method. 
Individually, the most popular strategy was providing participants with pre-paid return postage/alternative methods of follow-up data collection was outlined in 29.6% (n=8) of the PILs. Communicating to participants that the trial visits would be scheduled during their routine care visits was outlined in 25.9% (n=7) of PILs.  Maintaining participant engagement via newsletters and communicating to participants they would receive monetary incentives were communicated in 3.7% of PILs each (n=1).  Examples of quotes of plans to use strategies to promote participant retention communicated in the PILs are outlined in Table 2.
 
	Table 2: Frequencies and quotes from the “Children and other PILs” group of plans to use strategies to promote participant retention.

	
	Number of PILs (%)

	Does the PIL report item 18b(i) – “plans to promote participant retention”
	

	Yes 
	27 (41.5%)

Note: These 27 PILs correspond to 18 protocols of which 14 protocols reported 18b(i) (77.8%)

	No
	38 (58.5%)

	Examples of plans to use strategies to promote participant retention from the “Children and other PILs”

	‘Combined strategies’ 
29.6% (n=8)
	“We will, however, offer a £10 voucher at the beginning and another £10 voucher part -way through the study to thank you for your time. We will also offer your child a small gift.” – “Whatever method you choose, the research team will send you a reminder when the next survey is due” [Parent PIL]

	
	“A contribution towards reasonable travel expenses will be offered” – “This questionnaire can be completed either on-line or by post. If you choose to complete it on-line, we will ask for your e-mail address” [Parent PIL]

	
	“You can choose whether to complete these using a secure online survey or a paper diary. Whatever method you choose, the research team will send you a reminder when the next survey is due” – “We will, however, offer £10 vouchers at the beginning and part- way through the study to thank you for your time. We may also offer your child a small gift” [Parent PIL]

	Data collection location and method
29.6% (n=8)
	“We would be very grateful if you would complete them and post them back in the provided prepaid envelope” [Parent PIL]

	
	“We will invite you to participate in answering short questions around 3 and 6 months after you sustained the cardiac arrest. This can be done over the telephone, by post or in-person with a member of the research team” [Regained capacity PIL]

	Data collection scheduled with routine care
25.9% (n=7)
	“If you agree to take part in the trial, your hospital visits will be at the times when you would normally have hospital visits for your burn injury.”  [Young person 11-15yrs PIL]

	
	“If you agree for your child to take part in the trial, their hospital visits will be at the times when they would normally have hospital visits for their burn injury” -“There will be no additional hospital visits to make for the trial and all hospital visits will be at times when you would normally have appointments for your burn injury, as such, there will be no provision for travel expenses” [Parent PIL]

	Supporting participation
7.4% (n=2)
	“You can receive travel expenses to attend your local study centre. Please ask your research nurse for information about how to claim travel expenses” [Parent PIL] 

	Maintaining participant engagement 
3.7% (n=1)
	“We will also update you with newsletters during, and at the end of the study” [Parent PIL]

	Monetary incentives 
3.7% of PILs (n=1)
	“If your child completes the questionnaires and dental assessment at the beginning of the study, they will be given a £10 shopping voucher. If your child completes the questionnaires and dental assessment at the end of the study, they will be given a £5 shopping voucher to say thank you” – “Each year that we send out parent/carer questionnaires all parents/carers who complete the questionnaire s will be entered into a prize draw with the chance of winning £300 in vouchers.” [Parent PIL]




1.2.2 List of all ‘combined strategies’ to promote participant retention
Plans to use ‘combined strategies’ to promote participant retention was the most popular, which were communicated in 29.6% (n=8) of the PILs. Table 3 shows all the combinations of plans to use strategies to promote retention.
	Table 3: List of all combinations of strategies planned to promote participant retention 

	Combined strategies
	Number of PILs 

	Reminder
Contact information
Data collection location and method
	3

	Monetary incentives – conditional
Maintaining participant engagement 
*supporting participation (intervention group only)
	1

	Reminder
Monetary incentive – not clear if conditional or not
Non-monetary incentive – not clear if conditional or not
Data collection location and method
	1

	Reminder 
Monetary incentive – conditional 
Non-monetary incentive – conditional 
	1

	Reminder
Supporting participation 
Data collection location and method
	1

	Supporting participation 
Data collection location and method
	1







1.2.3 SPIRIT item 18b(ii) and item 18b(iii); Reactive plans to continue collecting follow-up data for participants who discontinue and deviate from trial protocols
SPIRIT Item 18b(ii) “Plans to complete follow-up including lists of any outcome data to be collected for participants who discontinue from intervention protocols” were communicated in 23.1% (n=15) of PILs, e.g., “You can stop taking part in the study at any stage, but we would still like you to complete the follow-up surveys so that we can monitor your progress. If you don’t want to carry on with the study assessments, however, you can completely withdraw from the study.” SPIRIT item 18b(iii) “plans to complete follow-up including lists of any outcome data to be collected for participants who deviate from intervention protocols” were not communicated in any of the “Children and other PILs”.
1.3 The importance of retention in the trial and the impact of missing data on the ability to answer the research question 
Four-point-six percent (n=3) of PILs outlined the importance of retention in the trial. The impact of missing or deleted trial data on the ability to answer the clinical question was communicated in 4.6% (n=3) of PILs. These 3 PILs were for the same trial and contained the same text. Examples are shown in table 4.
	Table 4: The importance of retention in the trial, the impact of missing data on the ability to answer the research question

	Does the PIL explain the importance of retention in the trial / the importance of continued follow-up in the trial?

	
	Number of PILs (%)

	Yes 
	3 (4.6%)

Examples from PILs 
“When your child is two years old we will contact you again. We will send you a questionnaire that will ask how your child is developing. This is a really important part of the study. Some babies who are born early can have problems later as they grow and develop. If we make any change to the care that new-born babies get, we want this to give them the best chance of a good long-term outcome. Before you sign the consent form, please think about whether you are happy to give us this information in two years’ time” [Parent PIL]

“The questionnaires and continued data collection are very important to help us evaluate the effectiveness of the mechanical chest compression device” [Regained capacity PIL]


	No
	62 (95.4%)

	Does the PIL explain the impact of missing or deleted trial data on the ability to answer the clinical question

	
	Number of PILs (%)

	Yes 
	3 (4.6%)

Examples from PILs 
“Even if you stop taking part in the study, the information we have recorded about you and the samples you have provided whilst you were in the study may still be used. You can ask for these to be destroyed but please consider, and perhaps discuss with us, how valuable these are to our research before making your decision” [Regained capacity, personal legal representative and professional legal representative PIL]

	No 
	62 (95.4%)



1.4 The reporting of SPIRIT guidelines and SPIRIT item 18b in the corresponding trial protocols
In the analysis of “Children and other PILs” there are 65 PILs which correspond to 35 trial protocols. Four of these trial protocols are also included in the “Adult PILs” analysis as these trials include both adults with capacity and/or children/adults without capacity. 
Twenty-two-point-nine percent (n=8) of protocols reported using the SPIRIT 2013 guidelines when developing the protocol. Of these, 87.5% (n=5) reported item 18b(i) “plans to promote participant retention”. Reporting of “plans to complete follow up including list of any outcome data to be collected for participants who discontinue (item 18b(ii)) or deviate (item 18b(iii)) from intervention protocols” were reported in 12.5% (n=1) of protocols respectively.
Regardless of using the SPIRIT guidelines during protocol development a total of 62.9% of protocols (n=22) included a “plan to promote participant retention”. Table 5 provides a full breakdown of all the above mentioned figures.
	Table 5: Corresponding protocol information on plans to use strategies to promote retention 

	Location of protocols publication
	

	Peer reviewed journal
	28 trial protocols (80%)

	Trial website/not published via peer reviewed journal 
	7 trial protocols (20%)

	
	

	Protocols that reported using SPIRIT 2013 guidelines when developing the protocol
	

	Yes
	8 protocols (22.9%)

	No
	27 protocols (77.4%)

	
	

	Reported using SPIRIT and reported item 18b(i) “plans to promote participant retention”
	

	Yes 
	7 protocols (87.5%)
	These 7 protocols have 9 corresponding PILs of which 6 communicate “plans to promote participant retention” (66.7%)

	No
	1 protocol (12.5%)

	
	

	Reported using SPIRIT and reported item 18b(ii) 
	

	Yes
	1 protocol (12.5%)
	This 1 protocol has 2 corresponding PILs of which both (100%) report 18b(ii)

	No
	7 protocol (87.5%)
	

	
	
	

	Reported using SPIRIT and reported item 18b(iii)
	
	

	Yes
	1 protocol (12.5%)
	This 1 protocol has 2 corresponding PILs of which 0 reported 18b(iii)

	No
	7 protocols (87.5%)
	

	
	

	Corresponding protocols that reported 18b(i) “plans to promote participant retention”
	

	Yes
	22 protocols (62.9%)
	These 22 protocols correspond to 48 PILs of which 21 PILs report 18b(i) (43.75%)

	No
	13 protocols (37.1%)
	

	
	
	

	Protocols that reported item 18b(ii)
	
	

	Yes
	7 protocols (20%)
	These 7 protocols correspond to 15 PILs of which 5 report 18b(ii) (33.3%)

	No
	28 protocols (80%)
	

	
	
	

	Protocols that reported item 18b(iii)
	
	

	Yes
	1 protocol (2.9%)
	This 1 protocol corresponds to 2 PILs of which 0 reported 18b(iii)

	No 
	34 protocols (97.1%)
	

	
	
	

	Protocols that reported PPI involvement 
	
	

	Yes
	29 protocols (82.9%)
	These 29 protocols correspond to 54 PILs of which 4 PILs reported PPI (7.4%)

	No
	6 protocols (17.1%)
	



1.4.1 Comparison of strategies to promote participant retention in the PILs and their corresponding protocols 
Overall, 41.5% (n=27) of PILs report “plans to promote participant retention”, these 27 PILs correspond to 18 protocols. Of these 27 PILs and 18 protocols, there are 21 PILs corresponding to 14 protocols where both the PIL and the protocol communicate plans to use strategies to promote participant retention.  
Of these 21 PILs and 14 corresponding protocols, there are cases where the same information is communicated, partially the same information is communicated, and different information is communicated regarding plans to promote participant retention. We also noticed that PILs specifically for children often did not include this information, but it was included in the corresponding parent PIL. Additionally, in 11.1% (n=3) of PILs where there was a retention plan communicated, this information was not communicated in the corresponding trial protocol
	Table 6: Plans to use strategies to promote participant retention in the protocols and their corresponding PILs

	Communicate the same information 

	PIL content 
	Protocol content 

	You will visit the hospital at the same time that would usually see your Doctor or Nurse [Child PIL aged 6-10]

If you agree for your child to take part in the trial, their hospital visits will be at the times when they would normally have hospital visits for their burn injury -  There will be no additional hospital visits to make for the trial and all hospital visits will be at times when you would normally have appointments for your burn injury, as such, there will be no provision for travel expenses) [Parent PIL]

If you agree to take part in the trial, your hospital visits will be at the times when you would normally have hospital visits for your burn injury. [Child 11-15yrs PIL]
	The fit and wear of the garments was checked throughout the trial at the routine clinic visits and garments were replaced as required.
All participants were required to attend routine follow-up scheduled appointments. 

	You can choose whether to complete these using a secure online survey or a paper diary. Whatever method you choose, the research team will send you a reminder when the next survey is due - We will, however, offer £10 vouchers at the beginning and part- way through the study to thank you for your time. We may also offer your child a small gift [Parent PIL]

[Not communicated in the child PIL]
	Parents will be given the option of completing follow-up questionnaires either online or 
on paper - parents will be sent regular newsletters and receive automatic emails or text reminders when their questionnaires are due. In recognition of their time and to encourage retention, parents will be offered £10 vouchers at the baseline and 16 weeks. We will also offer the child a small gift, for example, ‘bee’ toy, of about £5 in value

	We will invite you to participate in answering short questions around 3 and 6 months after you sustained the cardiac arrest. This can be done over the telephone, by post or in-person with a member of the research team [Regained capacity PIL]
	Wherever possible the 3 month assessment will be by home visit, but if the patient prefers postal questionnaires or to go through the
questionnaires over the telephone this can be arranged although MMSE cannot be done over the phone

	Partially Communicate the same information 

	PIL content 
	Protocol Content 

	To remind you to complete the
questionnaires, we will be collecting your contact details including your name, email address, telephone, and mobile numbers, and address so that we can send you a link to the
questionnaire either by email or text message. We may also send out a letter asking about your recovery if we can’t get a hold of you or your study partner. We may also call you to ask you to complete it over the phone. - We also asked someone close to you for their contact details and with your permission we
will contact them in the event that we are not able to contact you after you have been
discharged from hospital. [Regained capacity PIL]


To remind your friend/relative to complete the questionnaires, we will be collecting their contact details including their name, email address, telephone and mobile numbers, and address so that we can send your friend/relative a link to the questionnaire either by email or text message. We may also call you or your friend/relative to ask them to complete it over the phone. We may also send out a letter asking about their recovery if we cannot get a hold of you or your friend/relative [Personal legal representative PIL]

To remind your patient to complete the questionnaires, we will be collecting their contact details including their name, email address, telephone and mobile numbers, and address so that we can send your patient a link to the questionnaire either by email or text message. We may also send out a letter asking about their recovery if we can’t get a hold of you or your patient. We may also call your patient to ask them to complete it over the phone [Professional legal representative PIL]

	Lost to Follow Up 
Sites will contact patients for each visit in accordance with the procedure outlined in section 13.2. If patients are not able to be contacted after three missed regular (fortnightly or monthly) GOSE assessment, a letter will be sent out to the participant asking them to get in contact with the trial team.  Participants will not be contacted again until the 3 month, 12 month, or annual follow up occurs. Sites will record all details regarding attempts to contact the participant on the appropriate CRF. To minimise missing data, participants will be able to complete the primary outcome online or over the phone. In addition, contact details for participant’s study partner will be collected and they will be able  to complete the primary outcome on behalf of the participant (Patients will have the option of completing the GOSE online, or via the telephone - Automated alerts will be set up to help patients complete the GOSE in the right time window, and to inform the study team if this appears not to be happening. -Once patients are discharged from hospital, they and their study partner will receive a reminder on the day before the GOSE follow up window starts and a reminder on the first day of the follow up window, that the GOSE should be completed - If the GOSE s not completed on the correct day, the trial team will receive a notification and they will attempt to  contact the participant by phone for 4 days (for fortnightly assessments) or 6 days (for monthly  assessments), or until the assessment is completed

	We will, however, offer a £10 voucher at the beginning and another £10 voucher part -way through the study to thank you for your time. We will also offer your child a small gift. - Whatever method you choose, the research team will send you a reminder when the next survey is due [Parent PIL]

	In recognition of participant’s time and to 
encourage retention in the study/data collection, parents of participants will be offered £10 vouchers at the base line and around the 24weeks visit. We will also offer the 
child a small gift of about £5 in value

	Two questionnaires will be sent through the post. They will ask you your views about your health and quality of life. Please send them back in a pre-paid envelop - They can be done in one day or divided over a few short visits If you have left hospital we can travel to see you in a convenient place for you. The test will be - arranged on a day(s) which suits you - We will reimburse mileage or public transport costs for any research visits [Legal representative PIL]

	Trial participants are not paid to participate in the trial but are paid travel expenses for the follow-up visits. - As there is a low 
number of participants to be recruited, the trials unit are able to liaise regularly with each site following randomisation to ensure all follow-up data are collected

	As much as possible we will do the study visits and blood tests at the same time as they would normally have them. [Parent PIL]

[Not communicated in the PILs for 16yrs and older, 13-15yrs, 10-12yrs and 6-9yrs]

	Scheduled study visits are designed to fit with routine hospital visits where possible - If any of the trial patients are lost to follow up, contact will be attempted through the RN and 
lead investigator at each centre

	A contribution towards reasonable travel expenses will be offered - This questionnaire can be completed either on-line or by post. If you choose to complete it on-line, we will ask for your e-mail address [Parent PIL]

[Not communicated in the PIL for 11-15yrs, 6-10yrs, or 5yrs and under]
	On-line questionnaires (or paper questionnaires if preferred) are used to collect self-reported weekly outcomes, with email reminders sent on the day the questionnaire is due to be completed, and again 2 days later if it has not been completed. Where participants/parents fail to complete the questionnaire at 6 and 8 months, or do not complete weekly questionnaires for 3 consecutive weeks, attempts are made by the coordinating centre to contact the family for follow-up. This is done via telephone in the first instance and followed up with an Email if necessary. If a response is not received within a week, a paper copy of the questionnaire is posted to the parent with a reply-paid envelope. Participants who fail to attend clinic visits at 2 and/or 4 months continue to be invited to subsequent follow up visits unless they opt to withdraw from trial follow up.

	If your child completes the questionnaires and dental assessment at the beginning of the study, they will be given a £10 shopping voucher.
If your child completes the questionnaires and dental assessment at the end of the study, they will be given a £5 shopping voucher to say thank you - Each year that we send out parent/carer questionnaires all parents/carers who complete the questionnaire s will be entered into a prize draw with the chance of winning £300 in vouchers. [Parent PIL]

Participating schools will receive £1,000 to help cover the administration involved in participating in the trial and members of the local research team will visit the school regularly to support you directly. [School PIL]
	All young people who complete the baseline questionnaire and dental assessment will be given a £10 voucher to thank them for their time; all young people who complete the follow-up questionnaire and dental assessment will be given a £5 voucher as a thank you

	Do not communicate the same information

	PIL content
	Protocol Content 

	We will also update you with newsletters during, and at the end of the study [Parent PIL]
	In the event that participants’ follow-up appointments are missed at the proposed time points, SEWTU coordinate with the trial site staff, and the parent/legal guardian of the participant is contacted by telephone to rearrange the visit as soon as possible. In the event that telephone contact is not successful, visit reminder letters are sent to rearrange the appointment.
If parents/legal guardians are unable or unwilling to attend a follow-up appointment, they are asked if they are willing to complete the questionnaire booklet that would be sent to them in the post. A freepost self addressed envelope is provided for parents to return their diary, unused medication and/or questionnaire booklet. Alternatively, they will be given the option of answering a brief questionnaire over the telephone, comprising questions extracted from the diary regarding symptoms (for the 5-week follow-up, if not completing/returning the diary) and quality of life (if not completing and returning a questionnaire booklet).

	If your child receives SIT, we are able to offer up to £50 at the end of the treatment
to help with costs associated with travelling to therapy sessions - To thank you for your help, all those complying a follow up visit will be offered a £10 high street voucher at each visit -  
We will also update you with newsletters during, and at the end of the study [Parent PIL]

[Not communicated in the child PIL]
	The study team contacted carers to rearrange any missed follow-up data collection appointments as soon as possible. For those carers who were unable to attend appointments in person (or stay for the duration), there was the option to complete any remaining measures at home using a booklet that was to be returned to the study team. Those carers who were unable or unwilling to take the booklet home were given the option of answering key questions over the telephone - Reminders were sent out to participants/carers to complete the diaries using the text message service Esendex (Commify UK Ltd, Nottingham, UK)

	You can receive travel expenses to attend your local study centre. Please ask your research nurse for information about how to claim travel expenses [Parent PIL]

[Not communicated in the PIL for children aged 6-11 or 12-15yrs]
	Plans to promote participant retention and complete follow-up {18b}
There is a 6-week visit window around each of the follow-up appointments. Where possible, study follow up visits are timed to coincide with routine clinic appointments. There are no additional plans to enhance retention to [trial name]

	A researcher will also make contact with you to arrange a time to talk with you and your child (separately or together, you can decide). You can be interviewed using Skype or face to face in clinic [Parent PIL]

A researcher will also make contact with you to arrange a time to talk with you and your parents (separately or together, you can decide).You can be interviewed using
Skype or face to face in clinic [PIL 12-17yrs old]

[Not communicated in PIL for 8-11yrs]
	If questionnaires are not returned, an email reminder (or postal reminder if the participant does not have internet access) will be sent after 1 week. If outcomes are still
not completed, a further email (or postal) reminder will be sent with a link to a reduced number of questions containing just the Chalder Fatigue Scale, the SF 36 PFS and
the EQ-5D-Y as these were shown to be acceptable in our previous trial.19 If this is not completed, we will make up to four follow-up telephones calls or emails and offer to
collect the primary outcome data over the phone

	We would be very grateful if you would complete them and post them back in the provided prepaid envelope [Parent PIL]

We would be very grateful if you would complete them and post them back in the provided prepaid envelope [Legal Representative PIL]
	Patients will be followed up as per routine clinical practice and typically at 3, 6 and 12 months and annually thereafter. Patients may be seen at other times as clinically indicated.

	Examples of plans to use strategies to promote participant retention communicated in the PIL and not in the trial protocol 

	“If you agree to continue in the study, we will follow how your recovery progresses over the next 12 months. It is up to you to decide how we get in touch with you”


	“The second (six-month) questionnaire will be posted to you at your home address (or another nominated address) for you to complete at your convenience and return to us. Alternatively, we can complete the 6 month questionnaire over the telephone with you. If necessary, someone that knows you well may complete the questionnaires on your behalf”




1.5 Mention of Patient and Public Involvement 
Patient and Public Involvement was only communicated in 6.2% (n=4) of PILs. Two of the PILs were for the same trial and contained the same text. Examples shown in table 14.
	Table 7: Mention of PPI involvement in the trial in the PIL  

	
	Number of PILs (%)

	Yes 
	4 (6.2%)
Examples from PILs 
“Previous ICU patients and their relatives also helped us design the study and are involved in it.” [Legal representative and regained capacity PIL]

“Some parents of premature babies that we previously cared for who required a CVC also helped us to design the study” [Parent PIL]

Our study team includes The Encephalitis Society, a charity that supports patients and families [Legal Representative PIL]

Note: These 4 PILs correspond to 3 protocols of which all 3 reported PPI involvement (100%)

	No
	61 (93.8%)
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