SUPPLEMENTARY APPENDIX.
Supplemental Table 1. Data extracted from participant information leaflets
	General data

	Organisation approving PIL 

	Date and version of PIL

	Clinical trial unit

	Trial name

	Trial design (e.g. number of trial arms)

	Trial phase

	Industry sponsored (yes/no)

	Trial population

	Disease area

	Active arm details

	Comparator arm details

	Type of intervention (drug, non-drug, multi-modal intervention)

	Primary endpoint

	Provision of additional documents to trial participants (yes/no)

	Patient and public involvement 

	1Use of graphics

	Language of publication

	Separate or combined informed consent form

	Description of randomisation process including level of randomisation

	Description of planned use of participant data in current study

	Description of planned future use of participant data

	Description of planned use of participant biological samples in current study

	Description of planned future use of biological samples


1Graphics included images, flow charts and/or tables.












Supplemental Table 2. Examples of ambiguous terminology from PILs 

	Maintaining confidentiality of participant data 
	Data protection regulation provides you with control over your personal data and how it is used. When you agree to your information being used in research, however, some of those rights may be limited in order for the research to be reliable and accurate.


	
	Will the data be treated confidentially? Your personal data will always be treated confidentially under the applicable Irish Laws. They will pseudonymised, i.e. a code instead of your name or other identifying information will be used on trial documents and specimens….. Medical records which identify you and the consent form signed by you may be accessed and/or copied for research or regulatory purposes by: authorised representatives of the sponsor who are obliged  to observe confidentiality; the Health Products Regulatory Authority (HPRA)….All the usual guarantees of protection of your privacy in the hospital and/or in the particular doctor's practice will also apply during the study. Data may be processed in a country, including the Unites States, which does not have a level of information protection equal to the country in which you are treated. In such cases, the sponsor will undertake all reasonable steps to protect your right to privacy….Absolute confidentiality cannot be guaranteed…

	Informing participant’s GP regarding trial participation
	Your trial doctor may ask you to sign a separate authorisation to obtain some or all of your medical records from your doctor(s) or other healthcare professionals. [deemed unclear as GP not specified]

	Potential future use of participant data 
	….trial data will be stored for a minimum of 5 years…this will also allow access to other new central UK NHS databases that will appear in the future….this is to allow us to double check the main outcomes against routine data sources, and extend the follow-up of patients in the trial and collect long-term outcome and health resource usage data without needing further contact with the study participants.

	Potential sharing of data with other researchers
	Data may be used for future research but no identifiable personal information will ever be shared outside the research team. [deemed unclear as did not specify that data may be shared with other researchers]








Supplemental Table 3. Sample quotes regarding descriptions of current use of participant data in PILs
	Categories
	Examples of quotes from PILs

	
	Adequate
	Inadequate

	Description of maintenance of confidentiality of participant data
	The records obtained while you are in this study will remain strictly confidential at all times. The information will be held securely on paper and electronically under the provisions of the 1998 Data Protection Act and EU Data Protection Directive. You will be allocated a unique trial identification number (UTIN). This code will be used so you can’t be directly identified on study records, and ensure confidentiality of data reports. 
	Any information about you that leaves the GP surgery will have your name and address removed so that you can’t be recognised from it.



	Participant’s GP will be informed of trial participation 
	With your permission, we will contact your GP to inform them of your involvement in the trial
	Your trial doctor may ask you to sign a separate authorisation to obtain some or all of your medical records from your doctor(s) or other healthcare professionals. [GP not specified]

	Participants’ electronic/paper medical records will be accessed during the trial 
	Your medical notes will be seen by authorised members of the research team at your hospital so that they can collect information needed for this trial….
	We may use national records to track your progress

	   If yes, reason for access stated 
	In addition to the hospital staff, someone from the central study office may review your hospital notes. Information held by the NHS and records maintained by The NHS Information Centre Medical Research Information Service and the NHS Central Register may be used for long-term follow-up and provide information about your health status to the central organisers. 
	Your medical notes will be seen by authorised members of the research team at your hospital so that they can collect information needed for this trial

	Duration of storage of participant data specified
	Study data will be securely archived for a minimum of 20 years. Arrangements for confidential destruction will then be made.
	N/A

	Compliance with specific named data protection regulations 
	Our procedures for handling, processing, storage and destruction of data are compliant with the Data Protection Act 1998.
	Our procedures for handling, processing, storage and destruction of data are compliant with the Data Protection Regulations [specific regulation not stated]


N/A= no relevant examples in this category















































Supplemental Table 4. Sample quotes regarding descriptions of future use of participant data in PILs
	Categories
	Examples of quotes from PILs

	
	Adequate
	Inadequate

	Participant data may be used in future research studies
	Information sent from the [redacted] Hospital to the University [redacted] will be securely stored and only used for this research project.
	If you consent to the trial, this will also allow access to other new central UK NHS databases that will appear in the future. The purpose of this is to….extend the follow-up of patients in the trial and collect long-term outcome and health resource usage data without needing further contact with the study participants. [considered by group consensus to be ambiguously worded]

	Participants’ information may be used for contact about future research 
	We may use the information you provide in order to contact you about participating in research we are conducting.
	N/A

	Data may be shared with other researchers
	In the future, anonymised data (i.e. data which would not identify you) will be shared with other researchers for further studies…..
	Data may be used for future research but no identifiable personal information will ever be shared outside the research team. [considered to be ambiguously worded]

	If yes, PIL specified that any data shared would be anonymised or deidentified 
	Anonymous data and/or samples may be shared with other research groups for future ethically approved research.
	…confidential data will be made available to collaborators, including [redacted]….
[did not specify if data would be anonymised or deidentified]


N/A= no relevant examples in this category








Supplemental Table 5. Sample quotes regarding descriptions of current use of biological samples in PILs
	Categories
	Examples of quotes from PILs

	
	Adequate
	Inadequate

	Biological samples will be collected from participants during the study
	When extra tissue is left over….We would like to collect some of that left over tissue. We would also like to collect and store blood and urine for research. We would like to collect a blood sample just before you have surgery and then….when you visit the hospital for check-ups after surgery..
	N/A

	Sample may be used for genetic analysis
	The samples will be stored and used to test for genetic differences in the make-up of individuals that may indicate why they develop bladder cancer and how the cancer reacts  to treatment. The samples will be used to extract DNA (the genetic material inside a cell) which will also be stored…
	N/A

	Reason provided for collection of biological sample
	The samples will be stored and used to test for genetic differences in the make-up of individuals that may indicate why they develop bladder cancer and how the cancer reacts  to treatment…..If we show that genetic differences do explain why some patients develop bladder cancer or how the cancer reacts to treatment, this knowledge could help many patients in the future.
	N/A

	Description provided of how sample will be stored
	All samples collected in…will be sent to University [redacted] and [redacted] Biobank for storage….Samples collected will be sent to receiving laboratories by Royal Mail post….Samples may also be transferred to other research laboratories in the UK or overseas in the future.
	These samples will be stored then analysed at the end of the study.

	Sample will be stored in anonymised/deidentified format
	The samples will not contain any of your personal information and will only be identified by your trial number.
	N/A

	Description provided of how sample will be analysed (e.g. location of lab)
	The research blood and urine samples will be sent to the University of [Redacted] in (Professor [redacted] laboratory). Scientists in [redacted] will look at these samples to understand more about….
	These samples will be stored then analysed at the end of the study.

	Individual level results of sample analysis will be provided to participants
	As they are bloods for research purposes no results will be available to you.
	N/A


N/A = no relevant examples in this category





















































Supplemental table 63. PIL Participant information leaflet descriptions of future use of biological samples 
	Future use of biological samples
	n/N (%)
N=117

	
	

	Planned disposition of collected biological samples 
	

	    Stored for future use
	73 /117 (62%)

	    Destroyed at end of current study
	9 /117 (8%)

	    No description provided, unknown if sample will be retained for future use
	35/117 (30%)

	Description provided of how sample will be stored for future use (N=73)
	

	    Yes
	55/73 (75%)

	    Not mentioned
	18/73 (25%)

	Duration of sample storage for future use mentioned
	

	    Yes
	13/73 (18%)

	    Not mentioned
	60/73 (82%)

	Storage of samples in an anonymised/deidentified format
	

	    Yes
	59/73 (81%)

	     No
	0/73 (0%)

	     Not mentioned
	14/73 (19%)

	Sharing of samples with other researchers for future analyses
	

	    Yes
	33/73 (45%)

	     No
	2/73 (3%)

	     Not mentioned
	38/73 (52%)

	Individual-level results of future sample analysis will be provided to participants
	

	    Yes
	0/73 (0%)

	    No
	15/73 (21%)

	    Not mentioned
	58/73 (79%)


N/A= no relevant examples in this category















Supplemental table 7. Sample quotes regarding descriptions of future use of biological samples in PILs
	Categories
	Examples of quotes from PILs

	
	Adequate
	Inadequate

	Planned disposition of collected biological samples 
	Following completion of this work, any remaining DNA samples will be retained in the laboratory for use in future research projects investigating genetic factors and disease mechanisms in [redacted] which may arise as a result of this work.
	…your data and blood samples will remain on file.

	How sample will be stored for future use
	All samples collected in [redacted] study will be sent to [redacted] for storage.
	If there are any leftover tissue samples, with your permission, we would like to store these for use in future…projects

	Duration of sample storage for future use
	The samples….will be stored indefinitely.
	The samples will be kept until they are all used up, which may take up to several years. 

	Storage of samples in an anonymised/deidentified format
	Your samples will be identified only by your trial number and date of birth in the month/year format; samples will not be labelled with any personal information.
	We would also like to store some of the blood and urine samples that you give at the initial assessment…for analysis of biomarkers (new tests currently not available) in the future…the samples will be transported from your local hospital and analysed at [redacted]
[No additional information provided regarding whether samples will be stored in an anonymised/deidentified format]

	Sharing of samples with other researchers for future analyses
	Samples may also be transferred to other research laboratories in the UK or overseas in the future. Your confidentiality will be fully protected at all times and your personal details will not be disclosed to laboratory researchers. 
	N/A

	Individual-level results of future sample analysis will be provided to participants
	Any results from future research will not be added to your notes and we will not be able to tell you the results of studies carried out on these samples.
	N/A


N/A = no relevant examples in this category





















Supplemental Table 84. Additional sample quotes from PILs 
	
	Examples of quotes from PILs

	Current use of participant data
	Adequate
	Inadequate

	Description of maintenance of confidentiality of participant data 
	Our procedures for handling, processing, storage and destruction of data are compliant with the Data Protection Regulations (DPA 1998)….Nothing that might identify you will be revealed to parties other than the trial team….Instead they will use a unique identification (ID) number that you will be given when you agree to take part in the trial…. It will not be possible to identify individual trial participants when the results are released….All data will be securely transferred and stored safely on [redacted] computers in line with strict regulations.
	As such, we will need to use information from you and from your medical records for this research project. We will only use information that we need….We will let very few people know your name or contact details, and only if they really need it for this study…..We will also follow all privacy rules. At the end of the study we will save some of the data (in case we need to check it) and for future research. We will make sure no-one can work out who you are from the reports we write.

	
	The information we collect about you will remain strictly confidential…. Our procedures for handling, processing, storage and destruction of data are compliant with the Data Protection Act 1998.
	We will be using information from you including questionnaires and your medical records… and will use the minimum personally-identifiable information possible….Data protection regulation provides you with control over your personal data and how it is used. When you agree to your information being used in research, however, some of those rights may be limited in order for the research to be reliable and accurate.

	Description of informing participant’s GP regarding trial participation 
	Your GP will also be informed that you are in the study.
	N/A

	Description of accessing participants’ electronic/paper medical records during the trial 
	[redacted] will share data with us about your hospital care, for example the details of your surgery, how long you spent in hospital and the treatment you received as part of the trial.


	If you consent to take part in this study, doctors, nurses and other personnel involved in the study may need access to your medical records and test results. Your records will be available to people authorised to work on the study,

	Description of duration of storage of participant data
	we are required by research regulations to keep the trial data for a minimum of 20 years.
	N/A

	Description of compliance with specific named data protection regulations 
	Data…held securely on paper and electronically per 1998 data protection act and EU data protection directives.
	…responsible individuals from these organisations may be given access to data to check we are complying with regulations. [specific data protection regulation not stated]

	Future use of participant data
	
	

	Description of plans for potential future use of participant data 
	By signing the consent form you agree to this[data] access for the current study and any further research that may be conducted in relation to it, even if you withdraw from the current study.
	N/A

	Description of potential sharing of data with other researchers 
	When the study is complete, the anonymised data may also be shared with others carrying out research into cancer prevention.
	N/A

	Description of anonymisation/deidentification of participant data 
	De-identified data will also be shared with other authenticated researchers for further research…but only if they guarantee to preserve the confidentiality of the information requested.
	We would also like to keep the things you say so that other researchers can use it for research and teaching now, and in the future.

	Description of whether participants’ information could be used for contact about future research studies
	If you consent, the research staff….may, in the future, access electronic data from your central NHS records…This will provide researchers with information that is routinely gathered and stored during your visits to primary care and hospital and will allow researchers to find out about your health after the trial has ended and the long-term effects of the treatments. By using routinely collected data we will be able to do this without needing to contact you further.
	N/A

	Current use of biological samples
	
	

	Description of plans for collecting biological samples from participants 
	We would take an extra blood sample and biopsy from the lining of the bowel (at the time of the camera test) at the start of your involvement in the trial.....
	N/A

	Description of plans to complete genetic analysis on samples 
	We request your permission to retrieve tissue biopsies taken from your cancer…samples will then be sent to a laboratory where some genetic tests will be done to find out whether measuring DNA…can predict which patients will benefit most from each treatment.
	N/A

	Description of reason provided for collection of biological sample
	We would take an extra blood sample and biopsy from the lining of the bowel...sample will be used to evaluate if the environment within the bowel and bloodstream changes before and after appendicectomy in UC patients and what may cause this
	N/A

	Description provided of how sample will be stored
	These samples will first be kept in a freezer in a secure room at your local research centre
	...some of the sample from the bone marrow taken after your first course will be sent to a reference laboratory

	Description of anonymisation/deidentification of participant samples
	Your DNA sample will be identified only by your trial number and month/year of birth; the sample will not be labelled with any personal information
	These samples, as well as the actual appendix specimens (in those allocated to receive this treatment) will be centralised to the research laboratories at the University of [redacted].
[no additional information provided regarding possible anonymisation/deidentification]

	Description of how sample will be analysed (e.g. location of lab)
	Some of your samples will also be analysed by a UK-based life sciences company, [redacted]. Saliva samples will also be anonymised, and will be sent out of this NHS trust to be analysed by [redacted]
	During the trial, additional tests may be conducted on any remaining biological samples.

	Description of whether individual-level results of sample analysis will be provided to participants
	You will not be able to see your specific results but we will give you the pooled results of all the other women who had the same operation as you did.
	N/A

	Future use of biological samples
	
	

	Description of planned future disposition of biological samples 
	What will happen to any blood samples I give?...They will then be sent out of this NHS Trust to the University of [redacted] where they will be kept for 10 years and might be used for other future, ethically approved studies….
	N/A

	Description of how sample will be stored for future use
	sent to the University of [redacted] (Professor [redacted] laboratory) where the sample will be stored …Following completion of this work, any remaining DNA samples will be retained in the laboratory for use in future research projects…
	…take three additional research samples to look at blood clotting and to store for possible future research investigations.

	Description of anonymisation/deidentification of participant samples 
	The samples will not contain any of your personal information and will only be identified by your trial number
	…have taken three additional research samples to look at blood clotting and to store for possible future research investigations. [No additional information provided regarding whether samples will be stored in an anonymised/ deidentified format]

	Description of potential sharing of samples with other researchers for future studies
	The samples will only be made available to the existing study team.
	N/A

	Description of whether individual-level results of future sample analysis will be provided to participants
	The results of any analysis performed on your DNA sample will not be made available to you or your doctor, will not be recorded in your medical records, and will not affect your clinical care.
	N/A


N/A= no relevant examples within this category
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