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Minutes of the meeting of the Sub Committee 

of the Confidentiality Advisory Group 
 

23 October 2020 

 

Present: 

 

Name    Capacity  Items 

Dr Patrick Coyle CAG Vice-Chair 1a 

Dr Liliane Field CAG Member 1a 

Mr Andrew Melville CAG Member 1a 

 

 

Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Caroline Watchurst HRA Confidentiality Advisor 

Dr Paul Mills HRA Confidentiality Advice Service Manager 
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1. New Precedent Set Review Applications – Research 
 

a. 20/CAG/0136 - A randomised controlled trial assessing 

the effectiveness and cost effectiveness of thrice 

weekly, extended, in-centre nocturnal haemodialysis 

versus standard care using a mixed methods approach: 

NightLife 
 

Context 

 

Purpose of application 

 

This application from University of Leicester sets out the purpose of medical research that 

aims to test the clinical and cost effectiveness of thrice weekly, extended hours nocturnal 

dialysis compared to standard dialysis care thrice weekly during the day. The study is a 

pragmatic, multi-centre, consented, randomised controlled trial with a health economic 

analysis.   

 

Kidney dialysis is a lifesaving treatment for around 24,000 patients in the UK. However 

haemodialysis (HD) can have extensive physiological, psychological and sociological impacts 

on patients. This is due to the side effects of haemodialysis and also the scheduling of 

treatment times, which results in patients ‘losing’ three days a week. Unsurprisingly, patient-

reported quality of life is low, with many patients unable to continue paid employment. Studies 

suggest that people who have their dialysis overnight may feel better and may be able to live 

a life which is closer to normal. There is, however, a need for further evidence to establish the 

effectiveness and cost-effectiveness of nocturnal extended dialysis compared with daytime 

dialysis. 

 

This study is being undertaken in 3 workstreams. Workstream 1 and 3 are outside of scope of 

this support. Workstream 2 is in scope and applicants will undertake observations and 

interviews in 9 NHS haemodialysis units over the course of the NightLife study. Applicants will 

use a mixed methods approach to provide an evaluation of the study processes. This will 

include an assessment of whether the implementation is given per protocol and identification 

of contextual factors that influence its implementation and adoption. Collection and monitoring 

of quantitative data collected as part of the main study and a mixture of ethnographic methods 

which are the subject of this application (observations, interviews and document collation) will 

be used to generate qualitative data.  
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It is expected that 2-3 visits per dialysis unit at different time-points will take place (e.g. pre-

intervention, during the training period and during nocturnal haemodialysis delivery). Each 

observation period will last approximately 6-8 hours, to include a nightshift and handovers. 

The observations and interviews will comprise of observing both standard and nocturnal 

haemodialysis practice in different dialysis units, exploring staff and patient engagement and 

experiences, and identifying barriers and facilitators to nocturnal haemodialysis. Copies of 

relevant documentation may be collected. Observations and interviews will be undertaken by 

study researchers from University of Leicester over the course of 42 months. All staff and 

patient interviews will be undertaken with written informed consent, and all staff and patient 

observations will be undertaken with verbal consent. However it is possible that observations 

of individuals may indirectly involve others. Support under the regulations is required in case 

of accidental disclosure of confidential patient information regarding a non-consented patient 

during either observations or interviews with staff and consented patients. The researchers 

have put in a number of safeguards to protect patient confidentiality including consenting 

where possible, and avoiding making any records of confidential patient information. Eligible 

participants will be approached by a member of the clinical team.   

 

Applicants are mindful of the impact of the post COVID-19 on undertaking observations in 

dialysis units and interviews with staff and patients. They will comply with local Trust 

requirements. It may be possible to undertake observations as planned, however for periods 

when restrictions do not allow observations on a unit, applicants will rely more heavily on 

interview data, which may be conducted remotely (via telephone or approved video-

conferencing software, e.g. Microsoft Teams or Google Hangouts). 

 

A recommendation for class 5 and 6 support was requested to cover access to the relevant 

unconsented activities as described in the application. 

 

Confidential patient information requested 

 

The following sets out a summary of the specified cohort, listed data sources and key identifiers. 

Where applicable, full datasets and data flows are provided in the application form and relevant 

supporting documentation as this letter represents only a summary of the full detail.  

 

Cohort 

 

For CAG purposes support is only given regarding patients in 

haemodialysis units, not for NHS staff or family members of 

patients. 
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The cohort requiring support are: patients treated on 

haemodialysis units who are not consented into this study, 

whose information may be incidentally disclosed. 

During observations and interviews carried out by 

researchers of: 

• 20-40 Patients established on haemodialysis for >3 
months (i.e. prevalent dialysis patients)  

• Relatives or visitors accompanying patients (that fulfil 
RCT eligibility criteria) to haemodialysis sessions  

• 20-40 Clinical and non-clinical staff working at 
haemodialysis units participating in the Nightlife study 

Data sources 

 

Interviews and observations carried out in 9 participating 

dialysis units around the UK who are participating in the 

NightLife RCT: 

 

- University Hospitals Leicester NHS Trust 
- Northamptonshire Healthcare NHS Foundation 

Trust 
- University Hospitals of North Midlands NHS Trust 

(Stoke) 
- University Hospitals Birmingham NHS Foundation 

Trust (Heartlands Hospital) 
- University Hospitals Birmingham NHS Foundation 

Trust (Queen Elizabeth Hospital) 
- Sheffield Teaching Hospitals NHS Foundation 

Trust  
- King's College Hospital NHS Foundation Trust 
- Cambridgeshire and Peterborough NHS 

Foundation Trust 
- Cardiff and Vale University Health Board 

 

Identifiers required 

for linkage purposes 

 

No items of confidential patient information will be collected 
for linkage purposes 

Identifiers required 

for analysis 

purposes 

 

No items of confidential patient information will be collected 
for analysis purposes 
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Confidentiality Advisory Group advice 

 

The following sets out the Confidentiality Advisory Group advice which formed the basis of 

the decision by the Health Research Authority.  

 

Public interest 

 

The CAG noted that this activity fell within the definition of medical research and was therefore 

assured that the application described an appropriate medical purpose within the remit of the 

section 251 of the NHS Act 2006. The CAG was reassured that the study as a whole is of 

great public interest and the observations proposed are an important and significant part of 

the study. 

 

Practicable alternatives 

 

Members considered whether a practicable alternative to the disclosure of confidential patient 

information without consent existed in accordance with Section 251 (4) of the NHS Act 2006, 

taking into account the cost and technology available. 

 

• Feasibility of consent 

 

Staff participants will be consented for interviews, alongside patient and relative interviews 

which will also be consented. Individual patients or family members will not be the direct 

subjects of the observations, however, they may be present when a researcher is observing 

on the haemodialysis unit, in this situation, verbal consent will also be sought from that 

patient/family member before the observation research commences. Researchers do not aim 

to consent patients for observations using a consent form because patients are not the focus 

of the observations, the researchers need to be as discreet as possible to observe clinical 

practice, and whilst observing night dialysis practices it is expected that most patients will be 

asleep, and therefore it will not be appropriate to wake them for this purpose. 

 

It is additionally not possible to consent completely for the incidental disclosure of confidential 

patient information as it is not possible to accurately predict what the exposure might be.  
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However the CAG requested some further clarity around the process of this verbal consent, 

as they were unsure of the amount of information disclosed to the patient, and considered that 

this was perhaps an opt-out mechanism rather than a ‘verbal consent’. They also considered 

that this could be guided by PPI, please see below for further details. 

 

The Sub-committee also wanted to confirm that for the consented interviews of the relatives 

or visitors, the patients will have given permission for relatives or others to be interviewed 

about them.  

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is not required for the purpose of the study, but researchers 

may be exposed to confidential patient information incidentally while observing haemodialysis 

units and interviewing consented clinical staff, consented relatives/visitors and consented 

patients.. No items of confidential patient information will be collected or recorded by the 

researchers, without written consent. Incidental exposure to patient data during interview will 

result in removal from the final transcript, and deletion from the encrypted digital audio-

recorder used to record the interviews. Researchers will not record in written or audio format, 

any identifiable information incidentally disclosed during observations. The Group accepted 

that it is not possible to anonymise or pseudonymise all data that could be disclosed 

incidentally.  

 

The CAG suggested that the researcher could remind clinical staff as part of the staff 

interviews of their duty of confidentiality, and ask for non-consented patients not to be referred 

to by name or in an identifiable way, in order to minimise the risk of incidental disclosure of 

confidential patient information.  

 

‘Patient Notification’ and mechanism for managing dissent 

 

It is part of the CAG responsibility to support public confidence and transparency in the 

appropriate sharing and use of confidential patient information. Access to patient information 

without consent is a privilege and it is a general principle of support for reasonable measures 

to be taken to inform the relevant population of the activity and to provide a right to objection 

and mechanism to respect that objection, where appropriate. This is known as ‘patient 

notification’. This is separate to the local obligation to comply with the principles of the General 

Data Protection Regulation and Data Protection Act 2018.  
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Before observations begin, a researcher will visit each dialysis unit and explain to staff and 

patients what will be involved. Staff and patients can ask the research team questions at this 

point. When observing in the unit, a member of the clinical team will seek verbal permission 

from the patients present. The researcher will always explain who they are and will wear an 

appropriate identifying badge. Information sheets (PIS) will be provided for both staff and 

patients in an area of the dialysis unit accessible to all. The PIS mentions observations as 

well, however the patients are only being formally consented for interviews. The PIS is written 

in this way because researchers will be making this PIS available to the whole ward, so it is 

possible patients may read these before observations take place. In addition, the study PIS 

for workstream 1 (RCT) has a section on observations in dialysis units, so patients will have 

been aware of this possibility at the original point of consent.  

 

On observation days, posters will be displayed explaining that if staff, patients or their visitors 

ask the researcher to leave for any reason, then they will withdraw straight away 

 

A website will be constructed in due course with input from the PPI team. The study team 

will also develop and lead dissemination through a Facebook page and Twitter feed.  

 

The CAG were broadly content with the methods of patient notification, and the manner by 

which patients can opt out, however they noted that neither the poster or the PIS provided 

make any mention of the potential for incidental disclosure of confidential patient information. 

It was noted that it should be made clear that researchers may be able identify patients 

during the course of observations and interviews, but will not be recording this information 

and will respect patient confidentiality. They did not ask for a new PIS to be sent to CAG, but 

they did ask that this was explored with PPI groups, please see below for further details.  

 

The members also commented that they would like confirmation from PPI representatives 

that if verbal consent was not given, or if a patient opted out, that it is felt proportionate for 

the researcher to continue with the observations across the ward (albeit leaving the space 

surrounding the patient who had opted out). Please see below for further details. 

 

Patient and Public Involvement and Engagement 

 

Meaningful engagement with patients, service users and the public is considered to be an 

important factor for the CAG in terms of contributing to public interest considerations as to 

whether the unconsented activity should go ahead.  
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Leicester Kidney PPI Group have established a specific haemodialysis PPI group, who have 

informed the concept and design of this application. A study-specific Patient and Public 

Involvement and Experience (PPIE) panel will be established from dialysis units where in-

centre nocturnal dialysis is, and is not, offered. The study also has a patient co-applicant 

who has provided supportive statements via email correspondence. 

 

However, the CAG considered that the applicant has not specifically explored the use of 

confidential patient information without consent (in this case, potential of incidental 

disclosure during the research activities).  

 

The Sub-committee requested that further PPI should be carried out and that 3 particular 

points should be discussed and fed-back to the CAG; 

• PPI opinion on the lack of description surrounding potential incidental disclosure of 
confidential patient information in the patient facing documents. 

• PPI opinion on verbal consent methodology, and whether this should rather be 
referred to as an opt out opportunity.  

• PPI confirmation that they would consider it proportionate for the researcher to 
continue with the observations on the rest of the ward if verbal consent was not given 
or a patient opted out.  

 

Exit Strategy 

 

Visits to haemodialysis units are to be undertaken from Months 6-48 of research study, a total 

of 42 months. Haemodialysis unit observations and interviews are scheduled to start January 

2021 and will finish July 2024 at which timepoint support under the Regulations will no longer 

be required, as observations and interviews will have completed. No items of confidential 

patient information will be collected or recorded by the researchers, without consent. The CAG 

were content with the exit strategy. 

 

Confidentiality Advisory Group advice conclusion 

 

The CAG agreed that there was a public interest in this activity, were supportive in principle 

of this activity proceeding, and therefore recommended to the Health Research Authority that 

the activity be provisionally supported.  However, further information and actions would be 

required prior to confirming that the minimum criteria and established principles of support 

have been adequately addressed.    
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In order to complete the processing of this application, please respond back to all of the 

request for further information, and actions required to meet the specific conditions of support 

where indicated, within one month.  

 

Request for further information 

 

1. Please describe the process of, and clarify what is meant by, ‘verbal consent’ for the 
observations. 
 

2. Please can you confirm that the patients have given permission for relatives or others 
to be interviewed about them. 

 

3. Please can clinical staff be reminded as part of the staff interviews of their duty of 
confidentiality, and ask for non-consented patients not to be referred to by name or in 
an identifiable way? 
 

4. Please provide a PPI opinion on the lack of description surrounding potential 
incidental disclosure of confidential patient information in the patient facing 
documents. 

 

5. Please provide a PPI opinion on the verbal consent methodology, and whether this 
should rather be referred to as an opt out opportunity.  
 

6. Please provide confirmation from PPI representatives that they would consider it 
proportionate for the researcher to continue with the observations on the rest of the 
ward if verbal consent was not given or a patient opted out.  

 

Once received, the information will be reviewed by a sub-committee of members in the first 

instance and a recommendation and decision issued as soon as possible. At this stage it may 

be necessary to request further information or refer to the next available CAG meeting. If the 

response is satisfactory and the outstanding actions listed in the specific conditions of support 

are met, a final support outcome will be issued.  

 

Specific conditions of support (Provisional) 

 

The following sets out the provisional specific conditions of support. These may change in the 

final outcome letter depending on the responses to queries.  
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1. Favourable opinion from a Research Ethics Committee. Pending – given a provisional 
outcome on 21 October 2020 

 

2. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that the 
relevant Data Security and Protection Toolkit (DSPT) submission(s) has achieved the 
‘Standards Met’ threshold. See section below titled ‘security assurance requirements’ for 
further information: Security assurances are required for the 9 sites where the 
observations take place. Support will be based on confirmation that the DSPT at the 
site will be complied with and that no identifiable information will be kept onsite or 
removed from the site. However, as this is more than 5 organisations, these will not 
be individually checked by the Confidentiality Advice Team, and it is the 
responsibility of the applicant to ensure that appropriate security assurances are in 
place. 

 

Declarations of Interest 

There were no declarations of interest. 
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Signed – Officers of CAG  Date 

   

   

   

   

   

Signed – Confidentiality Advice Team  Date 

   

 


