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Minutes of the meeting of the NDO Sub 

Committee of the Confidentiality Advisory 

Group 
 

07 July 2022 – Via zoom 

 

Present: 

 
Name   Capacity    Items  

Dr Murat Soncul CAG Alternate Vice-Chair 2a, 2b, 2c 

Dr Martin Andrew CAG Member 2a 

Dr Malcolm Booth CAG Member 2a 

Dr Sandra Duggan CAG Member 2c 

Professor Lorna Fraser CAG Member 2c 

Mr Anthony Kane CAG Member 2b 

Mr Dan Roulstone CAG Member 2b 

 

Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Caroline Watchurst HRA Confidentiality Advisor  
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Kaili Stanley  Applicant - Stroke Programme Manager (item 2a 

only) 

Ellie McMullen Applicant - Programme Manager (SSNAP 

Operations) (item 2a only) 

Ms Marney Williams Patient representative (item 2a only) 

Bonnie Wiles 
 

Applicant - Deputy programme manager for FFFAP 

(item 2b only) 

Teena Chowdhury  Applicant - Deputy director of the Care Quality 

Improvement Directorate at the RCP (item 2b only) 

Dr Kassim Javaid  
 

Applicant (item 2b only) 

Rachael Andrews  
 

Applicant - Deputy Programme manager (item 2c 

only) 

Professor John Hurst Applicant - Senior Clinical Lead (item 2c only) 
 

Lara Amusan Applicant - Programme Manager, National Asthma 

and COPD Audit Programme (item 2c only) 

 

 

 

1. Introductions, apologies and declarations of interest 

Mr Umar Sabat, CAG Member sent his apologies.  

No conflicts of interest were declared. 

  

2. Consideration items - requests for National Data Opt-Out 

exemption 
 

a.  ECC 6-02 (FT3)/2012   - Sentinel Stroke National Audit 

Programme (SSNAP)  
 

This is a request to defer the national data opt out for ECC 6-02(FT3)/2012, non-
research application. The Healthcare Quality Improvement Partnership (HQIP) 
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commissions Kings College London to undertake the Stroke National Audit 
Programme (SSNAP).  
 

SSNAP has been supported since 2012 with consistent submission of annual 

reviews since that time, however the data controller changed to Kings College 

London (from RCP) during that time period, but kept the same reference number.  

 

Support is in place for clinical teams to provide the audit team with confidential 

patient information, which is linked with NHS Digital outcome data.  

 

Confidentiality Advisory Group advice 

 

As part of the request, the applicant provided three core reasons why application of 

the NDO would impact the running of NICOR.  

1. Patient safety – loss of data will reduce the ability to detect signals of concern 

to patient safety, and reduce the ability to monitor individual Trust 

performance. 

2. Introduction of bias – there are indications that the application of the National 

Data Opt Out is not random so impacts the integrity of the data. 

3. Technical impacts – applying the national data opt out will add workload to 

direct care teams, and will lead to delays and losses of data entry.   

 

1. Deferral rationale: patient safety 

 

The paper set out a strong argument detailing the potential impacts on patient safety. 

The emergency nature of stroke treatment including thrombolysis and 

thrombectomy, means that accurate reporting of treatment times is key, and risks 

and trends are important to identify. There is a direct link between time of scans and 

time of treatment, which is directly linked to mortality and morbidity. It is important 

that the audit is able to accurately identify those over and underperforming units, and 

any outliers with relation to mortality rates. Any records lost at a monthly level could 

skew a Trust performance against standards and portray a misleading performance. 

A team could be seen to be performing better or worse than is the case – impacting 

quick decisions needed to address concerns for patient care and safety. Additionally, 

one of the time measurements for stroke relates to the emergency management of 

intracranial haemorrhage, representing only 12% of hospitalised strokes. For the 

majority of Trusts, these patients, who have particularly high mortality, represent only 

5-10 patients per month. The loss of a small number of these through a 5% rate of 
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NDO could result in misinterpretation of information relating to the care of this high-

risk group. The CAG also felt that the justification provided surrounding disability was 

an important factor regarding patient safety, as stroke is the largest cause of disability 

in the UK.  

The applicant also explained in the meeting that the stroke teams they had spoken 

to had provided estimated opt out rates of 8%, and some up to 15%. The opt out rate 

appears to be higher in the proportion of individuals who have strokes. SSNAP 

currently has over 90% case ascertainment, and the opt out rates at the indicated 

levels would risk smaller stroke units dropping off the radar, as the audit does not 

report if the unit has a certain low level of cases. There is concern about the 

performance of small units, and this is important to keep included within the audit. 

Members were strongly supportive of exempting the NDO regarding the non-

research elements of the audit, due to the strong patient safety impact.  

The applicant also provided an argument surrounding the fact that some patients 

may clinically not be offered a 6 month review if not recorded in SSNAP. The CAG 

do not accept this argument as justification, and consider that alternatives should be 

in place for this occurrence.  

 

2. Deferral rationale: Introduction of bias  

 

The paper focused on concern around the non-random nature of existing objections. 

The paper indicated that excluding patients that have registered against the NDO 

will introduce a biased sampling frame due to non-random opt-out patterns. In 

particular, it was noted that the current national average is over 5%. The applicants 

analysis of outcomes by ethnicity and social deprivation were based on just 7% of 

the national sample being ‘non-white’, and on 10% of the population being in each 

decile of deprivation. The loss of a non-random sample of 5% of cases, over-

represented among some general practices, risks biasing the interpretation of 

important local and regional information relating to health inequalities. However this 

is an assumption that the regional variation stated in the NHS Digital figures directly 

links to ethnicity, as ethnic communities tend to be more concentrated in urban 

areas.  

The applicants reasoned that data used for national clinical audit purposes needs to 

be as representative as possible of the whole population to ensure accurate 

conclusions can be drawn. If the NDO was applied, certain patient groups may not 

be fully accounted for, which will minimise the ability of the audit to identify potential 

problems and implement corrective measures.  

Members were supportive of the justifications provided regarding bias, but only in 

conjunction with the strong patient safety arguments.   
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3. Deferral rationale: technical impacts 

 

The applicants indicated that applying the NDO would generate additional workload 

for hospital teams, and cause delays or loss in data entry and the loss of important 

clinical engagement. 

 

Whilst the CAG noted the potential technical challenges articulated in the paper, it 

was also noted there had been a long lead-in period for implementation of the NDO. 

CAG understood that the NHS had been under considerable pressure during the last 

years due to COVID-19 and there has been necessary focus on other matters. 

However, Members were clear that practical difficulties around the NDO 

implementation would have to be very clear with evidence and not just statements of 

potential negative impact. Requests for deferral from the NDO from the CAG should 

be exceptional and based primarily on reasons other than that of system process 

issues. Members were therefore not persuaded that this specific reason provided 

sufficient reasonable justification to disapply the NDO.  

 

Informing the patient population 

In order to ensure that the relevant patient population are informed that the NDO 

would not be applied, the CAG agreed that it would be critical, as a general principle, 

for clear communication methods around the deferral to be established. The 

applicant confirmed that a notification and local dissent mechanism is already in 

place for those patients whose data is processed under Regulation 5 support, and 

it is expected that this will continue. There was some confusion regarding the 

statement that consent was taken at 6 months, and that this was the same as the 

opt out option. The CAG members reviewing considered that there was an opt out 

option available at any time, as the notification documents on the SSNAP website 

allow a patient to opt out if they wish. The CAG were also impressed that the current 

leaflets were clear and had easy read versions.  

 

The applicant provided a draft text, but no draft edited privacy notice, regarding 

informing the population that the NDO would not be applied, and they stated that 

leaflets and posters would be disseminated on the wards, and that there would be 

a QR code on the poster, leading to the SSNAP website. The stroke association 

would also help with disseminating the informaiton.   

 

The applicant is requested to provide the actual draft versions of the patient 

notification documents prior to support being provided. 
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Additionally, as the Members viewed the SSNAP website as part of this review, they 

found that the current leaflets clearly state that the NDO is being applied currently. 

The CAG were clear that this should not be overturned, and that any patient who 

has been notified that the NDO would be upheld should remain opted out, the 

applicant agreed with this in the meeting. The CAG asked a follow up query 

regarding how the applicant would ensure the materials that are currently out there 

with the information stating the NDO would be applied would be removed – and the 

applicant agreed to reach out to all Trusts and ask them to ensure the old leaflets 

were removed. 

 

Research 

A discussion was had during the meeting with the applicant, who stated that they 

were not requesting an exemption of the NDO regarding research activity. Noting 

that the applicant confirmed that there is a process whereby researchers can apply 

to use SSNAP data for research purposes, via HQIP, however there is no associated 

CAG research application. A CAG research application is required of this research 

use of SSNAP data, as the data provided for research purposes has been collected 

under ‘s251’ support.  

The current non-research application was given support in 2012, and the 

applications were not re-reviewed at any full CAG meeting since then, to be 

considered alongside updated information governance advice.  

The Members were therefore in agreement that a refreshed non-research application 

is required from the applicant, to replace ECC 6-02(FT3)/2012, alongside a new 

research application, to ensure the scope of support is clear. This is not required 

prior to supporting this NDO deferral request, and can be provided to align with the 

next annual review. 

 

Patient and Public Involvement 

The CAG strongly felt that they would like to see evidence of patient and public 

involvement and engagement that supported the non-application of the National 

Data Opt-Out. The CAG asked that feedback from this was provided. The applicant 

has currently only involved the patient and public involvement members who sit on 

the steering group, and this needs to be extended to external groups of patients and 

the public. 

Additionally, the applicant presented information to show that when patients are 

consented at 6 months, less than 1% choose to opt out of their data being used. 

This is very significantly less than the national data opt out rate. This issue is not a 

primary reason for the CAG provisionally supporting the exemption, however the 

Members agreed that this information made up for some of the lack of detailed 

patient and public involvement surrounding the use of the NDO. 
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Confidentiality Advisory Group advice conclusion 

 

The CAG would like to note that the decision to overrule patient's wishes expressed 

through their enrolment in the NDO, is not taken lightly, and that the Group is only 

minded to do so in exceptional circumstances. The CAG recommendation is based 

on the documentation provided. Following thorough review of the request rationales, 

members agreed that the patient safety rationale was strong, and the bias issues in 

conjunction provided appropriate rationale for advising why the NDO should not be 

applied to this data flow.  

However, CAG was very clear that any requests for deferral from the NDO must have 

in place a clear patient notification method.  

Taking the issue of communication into account, the CAG agreed that they were 

supportive, in this specific instance, of the request for the application of the National 

Data Opt-Out to be disapplied in relation to the non-research activities contained 

within ECC 6-02(FT3)/2012.  The CAG therefore recommended to the Secretary of 

State for Health and Social Care that the National Data Opt-Out deferral request be 

provisionally supported However, this recommendation was subject to supporting 

text being clearly defined and in place before final support could be issued.  

In order to complete the consideration of this request, please respond back to the 

request for further information within one month.  

Request for further information 

 

1. Provide draft updated patient notification materials, which clearly describe the 

NDO would not be applied to ECC 6-02(FT3)/2012. 

2. Please provide evidence of discussions with patients and the public, 

surrounding the non-application of the National Data Opt-Out. 

 

Specific conditions of support (provisional and may change in final support 

letter) 

 

1. This outcome confirms a change to the original conditions of support. The 
National Data Opt-Out is not to be applied to patients included in the activities 
specified in ECC 6-02(FT3)/2012. 
 

2. A local patient objection mechanism must continue to be used in relation to 

ECC 6-02(FT3)/2012. 
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3. The applicant is requested to submit a full refreshed application in relation to 

ECC 6-02(FT3)/2012 to ensure to scope of support is clear regarding non-

research activity. This should be submitted in lieu of the next due annual 

review. 

4. The applicant is requested to submit a full new research application in relation 

to ECC 6-02(FT3)/2012 to ensure to scope of support is clear regarding 

research activity. This should be submitted in lieu of the next due annual 

review. These applications should be submitted together, so they can be 

reviewed alongside each other. 

 

b.  15/CAG/0158 - The Fracture Liaison Service Database & 

CAG 8-03(PR11)2013 - Hip Fracture Audit - considered 

together but 2 separate outcomes: 

 

o 15/CAG/0158 - The Fracture Liaison Service Database 
 

This is a request to defer the national data opt out for 15/CAG/0158, non-research 

application. The Healthcare Quality Improvement Partnership (HQIP) commissions the 

Royal College of Physicians to undertake the fracture liaison service database (FLS-

DB), which is part of the Falls and Fragility Fracture Audit Programme (FFFAP).  

 

FLS-DB has been supported since 2015 with consistent submission of annual reviews 

since that time.  

 

Support is in place for clinical teams to provide the audit team with confidential patient 

information, which is linked with NHS Digital outcome data.  

 

The applicants submitted this request in relation to 2 non-research applications, 
15/CAG/0158 and CAG 8-03(PR11)2013 (which is provided as a separate outcome 
letter). This outcome letter relates only to the non-research activities undertaken under 
CAG reference 15/CAG/0158.  
 

Confidentiality Advisory Group advice 

 

This request was considered by members with the provided rationale predominantly 

relying on bias, and technical issues. However CAG agreed that the rationale provided 
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was not sufficient to override patients’ objections for their data to be shared for 

secondary purposes under Regulation 5 support. 

 

1. Deferral rationale: patient safety 

 

Members considered the paper provided by the applicants, where the patient safety 

reasoning regarding FLS-DB specifically was not clearly laid out. The CAG felt that by 

submitting one paper to cover both CAG applications, the applicant had not made a 

clear argument regarding patient safety issues for FLS-DB. It is noted that an argument 

is made surrounding feedback of care given could be not representative of the care 

actually given, however it was not clear to the CAG how much of an impact the NDO 

would have on this element, as they felt it had not been clearly presented for FLS-DB. 

 

Given the lack of evidence and justification on direct impact on patient safety, members 

agreed that they could not override patient rights to disapply the NDO. 

2. Deferral rationale: Introduction of bias 

 

The paper focused on concern around the non-random nature of existing objections. 

The paper indicated that excluding patients that have registered against the NDO will 

introduce a biased sampling frame due to non-random opt-out patterns. Regarding the 

FLS-DB specifically, the applicant reasons that disproportional exclusion of people from 

specific ethnic and socioeconomic backgrounds will limit the audit’s ability to monitor 

and support such patients’ continuation with bone strengthening or fall prevention 

management. The data opt out figures from NHS digital show that 50 to 70 year olds 

(~6%) opt out at a higher rate than the national average (5.4%). The applicant was 

asked regarding actual case ascertainment during the meeting, and stated that FLS-

DB has about 95% case ascertainment, of about 70,000 cases annually. Therefore 

there are already approximately 3500 cases missing annually. The Members were 

therefore not convinced that the NDO would cause an additional significant amount of 

bias, which was enough to justify overriding patient rights to disapply the NDO. Noting 

that this 70,000 annual figure was provided in the meeting, and appears to be very 

different to the 300,000 cases annually reported in the paper.  

 

3. Deferral rationale: technical impacts 
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The applicants indicated that applying the NDO would generate additional workload for 

hospital teams, which could lead to disengagement across the audits, either through 

delayed entry, reduced entry or complete disengagement from data entry due to the 

increased burden. This would ultimately impact the programme’s ability to deliver its 

remit in effectively measuring and providing high quality data across patient safety of 

an ever increasing, vulnerable population. 

 

Whilst the CAG noted the potential technical challenges articulated in the paper, it was 

also noted there had been a long lead-in period for implementation of the NDO. CAG 

understood that the NHS had been under considerable pressure during the last years 

due to COVID-19 and there has been necessary focus on other matters. However, 

Members were clear that practical difficulties around the NDO implementation would 

have to be very clear with evidence and not just statements of potential negative impact. 

Requests for deferral from the NDO from the CAG should be exceptional and based 

primarily on reasons other than that of system process issues. Members were therefore 

not persuaded that this specific reason provided sufficient reasonable justification to 

disapply the NDO.  

 

Confidentiality Advisory Group advice conclusion 

 

The CAG would like to note that the decision to overrule patient's wishes expressed 

through their enrolment in the NDO, is not taken lightly, and that the Group is only 

minded to do so in exceptional circumstances. The CAG recommendation is based on 

the documentation provided, and discussion with the applicant during the meeting.  

Given members felt a sufficient rationale as to why patient safety would be impacted by 

the NDO was not provided, CAG recommended to the Secretary of State for Health and 

Social Care that the National Data Opt-Out deferral request to not be supported.  

 

The CAG would remind the applicant that they are welcome to re-apply with a separate 

paper to further explain the patient safety/ other impacts of the application of the NDO 

regarding the FLS-DB, as it was felt that there may be further reasons that were not 

explained in the paper due to the decision to combine it with CAG 8-03(PR11)2013, 

although a patient safety argument was not apparent during the discussions with the 

applicant in the meeting. 

 

o CAG 8-03(PR11)2013 - Hip Fracture Audit 

 

This is a request to defer the national data opt out for CAG 8-03(PR11)/2013, non-
research application. The Healthcare Quality Improvement Partnership (HQIP) 
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commissions the Royal College of Physicians to undertake the Hip fracture audit 
(National Hip Fracture Database NHFD), which is part of the Falls and Fragility 
Fracture Audit Programme (FFFAP).  
 

NHFD has been supported since 2013 with consistent submission of annual reviews 

since that time. However it was supported under other ECC references prior to this 

- ECC 1-06 (c) /2009, ECC 2-05(c)/2010 and ECC 3-04 (s) /2011.  

 

In December 2018, the applicants were given support, via submission of an 

amendment, to include the National Audit of Inpatient Falls (NAIF) under the existing 

‘s251 support’ for the Hip Fracture Audit (CAG 8-03(PR11)2013). 

 

Support is in place for clinical teams to provide the audit team with confidential 

patient information, which is linked with NHS Digital outcome data.  

 

The applicants submitted this request in relation to 2 non-research applications, 

CAG 8-03(PR11)2013 and 15/CAG/0158 (which is provided as a separate outcome 

letter). This outcome letter relates only to the non-research activities undertaken 

under CAG reference CAG 8-03(PR11)2013.  

 

Confidentiality Advisory Group advice 

As part of the request, the applicant provided three core reasons why application of 

the NDO would impact the running of NHFD.  

1. Patient safety – loss of data will reduce the ability to detect signals of concern 

to patient safety, and reduce the ability to monitor individual Trust 

performance 

2. Introduction of bias – there are indications that the application of the National 

Data Opt Out is not random so impacts the integrity of the data 

3. Technical impacts – the systems are not designed to apply the national data 

opt out on a direct entry system which will add workload to direct care teams 

to apply the national data opt out. 

 

1. Deferral rationale: Patient safety 
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The paper set out a strong argument detailing the potential impacts on patient 

safety. This included how data is used to monitor performance. The NHFD is 

responsible for the identification and management of hospitals which are 'outliers’ 

for casemix-adjusted mortality 30-days after hip fracture. This process depends on 

the completeness of data from each hospital. Any casemix model will be sensitive 

to incomplete data, and geographical variation in the impact of the NDO means that 

hospitals in some areas will appear to perform better or less well, simply because 

of the extent of missing data that will arise with the application of the NDO. Some 

hospitals will therefore be falsely reassured of the quality of care they are providing, 

whereas patients and staff in other hospitals may be misidentified as a concern for 

the same reason. 

 

The paper also detailed that Best Practice Tariff (BPT) reports are based on the 

data entered and sent on to NHS England and Improvement (NSHEI) for appropriate 

trust payments. If NDO application leads to the exclusion of just 3% of patients from 

the NHFD then this would lead to a £2 million reduction in tariff payments to trusts 

in England. The Members were sympathetic, but noted that this statement on its 

own is not a patient safety argument. 

 

Members were supportive of exempting the NDO regarding the non-research 

elements of the audit, due to the strong patient safety impact.  

 

2. Deferral rationale: Introduction of bias 

 

The paper focused on concern around the non-random nature of existing objections. 

The paper indicated that excluding patients that have registered against the NDO 

will introduce a biased sampling frame due to non-random opt-out patterns. The 

data opt out figures from NHS digital show that 50 to 70 year olds (~6%) opt out at 

a higher rate than the national average (5.4%). The applicant was asked regarding 

actual case ascertainment during the meeting, and stated that NHFD has 100% 

case ascertainment, of about 90,000-100,000 cases annually. Therefore, Members 

were convinced that the NDO would cause an additional significant amount of bias. 

Noting that this 100,000 annual figure was provided in the meeting, and appears to 

be different to the 65,000 cases annually reported in the paper.  

 

Members were supportive of exempting the NDO regarding the non-research 

elements of the audit, due to the impact of bias, as there is 100% case 

ascertainment currently.  
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3. Deferral rationale: Technical impacts 

 

The applicants indicated that applying the NDO would generate additional workload 

for hospital teams, which could lead to disengagement across the audits, either 

through delayed entry, reduced entry or complete disengagement from data entry 

due to the increased burden. This would ultimately impact the programme’s ability 

to deliver its remit in effectively measuring and providing high quality data across 

patient safety of an ever increasing, vulnerable population. 

 

Whilst the CAG noted the potential technical challenges articulated in the paper, it 

was also noted there had been a long lead-in period for implementation of the NDO. 

CAG understood that the NHS had been under considerable pressure during the 

last years due to COVID-19 and there has been necessary focus on other matters. 

However, Members were clear that practical difficulties around the NDO 

implementation would have to be very clear with evidence and not just statements 

of potential negative impact. Requests for deferral from the NDO from the CAG 

should be exceptional and based primarily on reasons other than that of system 

process issues. Members were therefore not persuaded that this specific reason 

provided sufficient reasonable justification to disapply the NDO.  

 

Informing the patient population 

 

In order to ensure that the relevant patient population are informed that the NDO 

would not be applied, the CAG agreed that it would be critical, as a general principle, 

for clear communication methods around the deferral to be established. The 

applicant confirmed that a notification and local dissent mechanism is already in 

place for those patients whose data is processed under Regulation 5 support, and 

it is expected that this will continue. 

 

The applicant provided a draft edited privacy notice, regarding informing the 

population that the NDO would not be applied, and a communications plan was also 

provided.  

 

Members were not content with the privacy notice text provided, noting that the 

content of the text should be refreshed and improved, and be more accessible for a 

lay audience.  Updated versions of each should be provided to CAG, ensuring that 

the wording regarding not applying the NDO was clear and appropriate. It is noted 
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that the applicants patient and carer panel will be key in communicating and 

disseminating information should the exemption be successful, ensuring that the 

applicant communicates broadly and in lay language. Prior to publication, the patient 

and carer panel have foresight of patient information for their 

comments/feedback. The CAG considered this planned lay review of the draft 

notification to be required. 

 

In addition, despite the applicant confirming a local opt out would continue to apply, 

the Members did not find it easy to work out how a patient would do so from the 

information provide din the draft patient notification. The applicant is required both 

to confirm that a local opt out will continue to apply, and to update the patient 

notification accordingly.  

 

Research 

It was noted in the draft patient notification documents provided that the applicant 

mentions research. It is not known that NHFD has a CAG application for the use of 

data for research purposes. If a database created with ‘s251’ support is being 

utilised for research purposes, a corresponding research CAG application should 

be in place. Please do submit a CAG research application if one is required, or 

provide the CAG research reference if one is already in place.  

 

Patient and Public involvement 

The applicant noted that with regards to patient and public involvement, the patient 

and carer panel chair was involved in the writing of the letter and consulted on the 

process and very supportive of the application for exemption. The CAG felt that they 

would like to see evidence of further patient and public involvement and engagement, 

with more than 1 individual, that supported the non-application of the National Data 

Opt-Out. The CAG asked that feedback from this was provided within three months 

of this letter.  

 

Confidentiality Advisory Group advice conclusion 

 

The CAG would like to note that the decision to overrule patient's wishes expressed 

through their enrolment in the NDO, is not taken lightly, and that the Group is only 

minded to do so in exceptional circumstances. The CAG recommendation is based 

on the documentation provided. Following thorough review of the request rationales, 

members agreed that the patient safety rationale and bias issues were strong and 
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provided appropriate rationale for advising why the NDO should not be applied to 

this data flow.  

Whilst a patient notification strategy and draft notification materials were provided, 

the CAG felt that the applicant could improve the patient notification materials, and 

CAG should have oversight of these within one month. 

Given that the applicants provided a notification strategy and draft documentation, 

CAG therefore recommended, in this specific instance, to the Secretary of State for 

Health and Social Care that the National Data Opt-Out deferral request be 

conditionally approved. 

 

Specific conditions of support  

 

1. This outcome confirms a change to the original conditions of support. The 
National Data Opt-Out is not to be applied to patients included in the activities 
specified in CAG 8-03(PR11)/2013. 
 

2. A local patient objection mechanism must continue to be used in relation to 

CAG 8-03(PR11)/2013. Applicant is requested to confirm this is the case, 

within one month from the date of this letter. 

3. Please provide all associated patient notification materials, which should be 

made clearer than the current draft. It should be made clear on these 

notifications how patients are able to apply a local opt out to the NHFD. These 

should have been reviewed by a patient and public involvement group, and 

provided within one month from the date of this letter. 

4. Please provide evidence of discussions with patients and the public, 

surrounding the non-application of the National Data Opt-Out, within 3 months 

from the date of this letter. 

 

c. 19/CAG/0001- National Asthma and COPD Audit 

Programme (NACAP): Paediatric Asthma Clinical Audit & 

CAG 8- 06(b)/2013-  National Asthma and Chronic 

Obstructive Pulmonary Disease (COPD) Audit Programme - 

Secondary Care Clinical Audit – considered together but 2 

separate outcomes: 
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o 19/CAG/0001- National Asthma and COPD Audit 

Programme (NACAP): Paediatric Asthma Clinical Audit 

 

This is a request to defer the national data opt out for 19/CAG/0001, non-research 
application. The Healthcare Quality Improvement Partnership (HQIP) commissions the 
Royal College of Physicians to undertake the Paediatric Asthma Clinical Audit, which 
is part of the National Asthma and COPD Audit Programme (NACAP). 
 

19/CAG/0001 has been supported since 2019 with consistent submission of annual 

reviews since that time, regarding paediatric patients.  

 

Support is in place for clinical teams to provide the audit team with confidential patient 

information, which is linked with NHS Digital outcome data.  

 

The applicants submitted this request in relation to 2 non-research applications, 
19/CAG/0001 and CAG 8- 06(b)/2013 (which is provided as a separate outcome letter). 
This outcome letter relates only to the non-research activities undertaken under CAG 
reference 19/CAG/0001.  
 

Confidentiality Advisory Group advice 

 

This request was considered by members with the provided rationale predominantly 

relying on patient safety, bias, and technical issues. However CAG agreed that the 

rationale provided was not sufficient to override patients’ objections for their data to be 

shared for secondary purposes under Regulation 5 support. 

 

1. Deferral rationale: patient safety 

 

Members considered the paper provided by the applicants, where the patient safety 

reasoning provided was that to ensure and improve patient safety, applicants must have 

a robust evidence-base evaluating the care people are receiving. NACAP’s role in 

providing this would be adversely impacted by missing data that would result from 

applying the NDO. The reasons provided range from outlier reporting to regional reports 

and suppression. 
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The paper also detailed that Best Practice Tariff (BPT) reports are based on the data 

entered and sent on to NHS England and Improvement (NSHEI) for appropriate trust 

payments. The application of the NDO could lead to incorrect payments. The Members 

were sympathetic, but noted that this statement is not relevant to a patient safety 

argument. 

 

If the applicant had 100% case ascertainment, these arguments surrounding outlier 

reports and regional suppression would hold more weight. However, as it is, the 

applicant reported in a discussion in the meeting that case ascertainment for this 

application was 69% overall, and only 34% for the under 5’s. With this in mind, that the 

applicant is already missing 31% of the cases, the CAG could not understand how 

applying the NDO would have any effect. 

 

Given the lack of evidence and justification on direct impact on patient safety, members 

agreed that they could not override patient rights to disapply the NDO. 

 

2. Deferral rationale: Introduction of bias 

 

The paper focused on concern around the non-random nature of existing objections. 

The paper indicated that excluding patients that have registered against the NDO will 

introduce a biased sampling frame due to non-random opt-out patterns. In the paper, 

the applicant reasons that applying the NDO could reduce 19/CAG/0001 by about 3%. 

As per the above reasoning, the CAG were agreed that the bias arguments provided 

do not hold any weight, because the applicant is already missing 31% of their cases, 

and the CAG did not feel that an additional 3% of missing cases was justification enough 

to override patient rights in order to disapply the NDO. 

 

3. Deferral rationale: technical impacts 

 

The applicants indicated that applying the NDO would generate additional workload for 

hospital teams, which could lead to disengagement across the audits, either through 

delayed entry, reduced entry or complete disengagement from data entry due to the 

increased burden.  

 

Whilst the CAG noted the potential technical challenges articulated in the paper, it was 

also noted there had been a long lead-in period for implementation of the NDO. CAG 

understood that the NHS had been under considerable pressure during the last years 
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due to COVID-19 and there has been necessary focus on other matters. However, 

Members were clear that practical difficulties around the NDO implementation would 

have to be very clear with evidence and not just statements of potential negative impact. 

Requests for deferral from the NDO from the CAG should be exceptional and based 

primarily on reasons other than that of system process issues. Members were therefore 

not persuaded that this specific reason provided sufficient reasonable justification to 

disapply the NDO.  

 

Confidentiality Advisory Group advice conclusion 

 

The CAG would like to note that the decision to overrule patient's wishes expressed 

through their enrolment in the NDO, is not taken lightly, and that the Group is only 

minded to do so in exceptional circumstances. The CAG recommendation is based on 

the documentation provided, and discussion with the applicant during the meeting.  

Given members felt a sufficient rationale as to why patient safety would be impacted by 

the NDO was not provided, CAG recommended to the Secretary of State for Health and 

Social Care that the National Data Opt-Out deferral request to be rejected.  

 

o CAG 8- 06(b)/2013-  National Asthma and Chronic 

Obstructive Pulmonary Disease (COPD) Audit 

Programme - Secondary Care Clinical Audit 

 

This is a request to defer the national data opt out for CAG 8-06(b)/2013, non-research 
application. The Healthcare Quality Improvement Partnership (HQIP) commissions the 
Royal College of Physicians to undertake the National Chronic Obstructive Pulmonary 
Disease (COPD) Audit Programme - Secondary Care Clinical Audit, which is part of the 
National Asthma and COPD Audit Programme (NACAP). 
 

Support under the Regulations is in place for the Chronic Obstructive Pulmonary 

Disease (COPD) and Adult Asthma elements of the Audit Programme under reference 

CAG 8- 06(b)/2013. This application has been supported since 2013 with consistent 

submission of annual reviews since that time. 

 

Support is in place for clinical teams to provide the audit team with confidential patient 

information, which is linked with NHS Digital outcome data.  
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The applicants submitted this request in relation to 2 non-research applications, CAG 
8- 06(b)/2013 and 19/CAG/0001 (which is provided as a separate outcome letter). This 
outcome letter relates only to the non-research activities undertaken under CAG 
reference CAG 8- 06(b)/2013.  
 

Confidentiality Advisory Group advice 

This request was considered by members with the provided rationale predominantly 

relying on patient safety, bias, and technical issues. However CAG agreed that the 

rationale provided was not sufficient to override patients’ objections for their data to be 

shared for secondary purposes under Regulation 5 support. 

 

1. Deferral rationale: Patient safety 

 

Members considered the paper provided by the applicants, where the patient safety 

reasoning provided was that to ensure and improve patient safety, applicants must have 

a robust evidence-base evaluating the care people are receiving. NACAP’s role in 

providing this would be adversely impacted by missing data that would result from 

applying the NDO. The reasons provided range from outlier reporting to regional reports 

and suppression. 

 

The paper also detailed that Best Practice Tariff (BPT) reports are based on the data 

entered and sent on to NHS England and Improvement (NSHEI) for appropriate trust 

payments. The application of the NDO could lead to incorrect payments. The Members 

were sympathetic, but noted that this statement is not relevant to a patient safety 

argument. 

 

If the applicant had 100% case ascertainment, these arguments surrounding outlier 

reports and regional suppression would hold more weight. However, as it is, the 

applicant reported in a discussion in the meeting that case ascertainment for this 

application was 53% for COPD and 43% for asthma. With this in mind, that the applicant 

is already missing approximately 50% of the cases, the CAG could not understand how 

applying the NDO would have any effect. 

 

Given the lack of evidence and justification on direct impact on patient safety, members 

agreed that they could not override patient rights to disapply the NDO. 
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2. Deferral rationale: Introduction of bias 

 

The paper focused on concern around the non-random nature of existing objections. 

The paper indicated that excluding patients that have registered against the NDO will 

introduce a biased sampling frame due to non-random opt-out patterns. In the paper, 

the applicant reasons that applying the NDO could reduce CAG 8- 06(b)/2013 by about 

6-7%. As per the above reasoning, the CAG were agreed that the bias arguments 

provided do not hold any weight, because the applicant is already missing 50% of their 

cases, and the CAG did not feel that an additional 7% of missing cases was justification 

enough to override patient rights in order to disapply the NDO. 

 

3. Deferral rationale: Technical impacts 

 

The applicants indicated that applying the NDO would generate additional workload for 

hospital teams, which could lead to disengagement across the audits, either through 

delayed entry, reduced entry or complete disengagement from data entry due to the 

increased burden.  

 

Whilst the CAG noted the potential technical challenges articulated in the paper, it was 

also noted there had been a long lead-in period for implementation of the NDO. CAG 

understood that the NHS had been under considerable pressure during the last years 

due to COVID-19 and there has been necessary focus on other matters. However, 

Members were clear that practical difficulties around the NDO implementation would 

have to be very clear with evidence and not just statements of potential negative impact. 

Requests for deferral from the NDO from the CAG should be exceptional and based 

primarily on reasons other than that of system process issues. Members were therefore 

not persuaded that this specific reason provided sufficient reasonable justification to 

disapply the NDO.  

 

Research 

The CAG noted that in the flow chart provided, the applicant has mentioned research 

outputs. On querying in the meeting, the applicant described a process whereby 

researchers can apply to use the NACAP dataset, which was created with ‘s251’ 

support. The applicant should therefore submit a research application to the CAG.  

 

Refreshed non-research application 

The CAG noted that due to the age of this application, it was quite difficult to clearly 

assess the data flows, and scope of support. The applicant is requested to submit a 

refreshed non-research application at the same time as the new research application, 

to ensure the scope of support for each process is clear.  
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Confidentiality Advisory Group advice conclusion 

The CAG would like to note that the decision to overrule patient's wishes expressed 

through their enrolment in the NDO, is not taken lightly, and that the Group is only 

minded to do so in exceptional circumstances. The CAG recommendation is based on 

the documentation provided, and discussion with the applicant during the meeting.  

Given members felt a sufficient rationale as to why patient safety would be impacted by 

the NDO was not provided, CAG recommended to the Secretary of State for Health and 

Social Care that the National Data Opt-Out deferral request to be rejected.  
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