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Minutes of the meeting of the Confidentiality Advisory Group 

 

08 September 2016 at Skipton House, SE1 6LH 

 

Present: 

Name Capacity  

Dr Mark Taylor (Chair)  

Dr Tony Calland MBE (Vice Chair)  

Dr Kambiz Boomla Item 3 only 

Dr Patrick Coyle (by teleconference) Item 3 only 

Professor Barry Evans  

Professor Jennifer Kurinczuk  

Dr Harvey Marcovitch  

Ms Diana Robbins Lay 

Dr Murat Soncul  

 

Also in attendance: 

Name Position (or reason for attending) 

Ms Natasha Dunkley Head of the Confidentiality Advice Service, HRA 

Ms Rachel Heron Confidentiality Advisor, HRA 

 

 

1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 

 

Apologies 

 

Apologies were received from Mr David Smallacombe, Dr Miranda Wolpert and Dr Lorna Fraser.  

 

Introductions 

 

Welcomes were extended to Dr Joanne Bailey, Independent Chair of NHS Digital’s Data Access 

Advisory Group (DAAG). Dr Bailey was attending in the capacity of an observer to help further 

mutual understanding of the issues that the CAG considers, with the intention for a reciprocal 

observer agreement in the New Year when DAAG had transitioned to the Independent Group 

Advising on the Release of Data (IGARD).  
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Declarations of interest 

Dr Calland highlighted that he sits on the Wales Information Governance Board (WIGB) and 

therefore would remain present, but not participate in any discussions regarding item 7(c) 

16/CAG/0106 - Pseudonymisation of Patient Data from Dispensed Prescriptions (Wales).  

 

It was noted that item 6a - 16/CAG/0102 Health literacy and its relationship with process and 

outcomes in people undergoing dialysis or with a kidney transplant had been referred to the CAG 

via the NHS Digital DAAG under validity of consent issues. It was noted that this was likely to be 

subsequently considered by Dr Bailey in her capacity as DAAG Chair.  

 

 

2. APPROVAL DECISIONS 

 

The following was shared with the CAG for information. 
 
Secretary of State approval decisions 

 
The DH senior civil servant on behalf of the Secretary of State for Health (SofS) agreed with the  
advice provided by the CAG in relation to the 04 August 2016 meeting applications.   

 
HRA approval decisions 

 
The HRA agreed with the advice provided by the CAG in relation to the 04 August 2016  
meeting applications.   

 

3. EDUCATION ITEM 

 

As part of the CAG development programme, Dr Ronan Lyons provided a presentation on the 

Secure Anonymised Information Linkage (SAIL) Database. This interesting and thoughtful 

presentation had been circulated to all members and was strongly welcomed by members present 

as it provided clarity on the SAIL operations, use and governance structures.  

 

4. REFERRAL FROM PRECEDENT SET REVIEW 

 

a. 16/CAG/0110 - Retrospective Observational Study (EFFECT) 

 

This application from Royal Devon and Exeter Foundation Trust NHS Hospital set out the 

purpose of carrying out a retrospective observational study of patients taking one of 4 

‘disease modifying therapies’ (DMTs). These are medications approved for patients with 

Relapsing-Remitting Multiple Sclerosis (RRMS). Medical notes will be reviewed for 

information relating to the illness and treatment of the patient, to determine the effectiveness 

of the drugs. Patients taking the following DMTs would be included: Tecfidera®, Copaxone®, 

Aubagio®, and Gilenya®.  
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Patients would be identified via medical records, or potentially via disease registry or 

databases, by research staff employed by the hospital Trust, but not necessarily members of 

the patient’s direct care team. Data would be collected on-site and pseudonymised, after 

which it would be sent to the US for analysis. Each patient would be assigned a unique 

identification number and a patient ID log would be kept on site to enable the PI to identify 

the patient.  

A recommendation for Class 1 and 6 support was requested for the process of extracting and 

anonymising the data and to allow access to an authorised user for one of the above 

purposes. 

Confidential patient information requested 

 

Access was requested to patient medical notes to extract data and enter it onto the case 

report form.  

Confidentiality Advisory Group advice 

 

Public interest 

 

It was agreed that the study was in the public interest and had a clear medical purpose.   

Practicable alternatives 

 

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

data without consent existed, taking into account the cost and technology available in line 

with Section 251 (4) of the NHS Act 2006. 

• Feasibility of consent 

The applicant had stated that they would write to every study participant in order to inform 

them that their data was being used in the study, and give them the opportunity to opt out. 

Members observed that this would be the first and only source of information for patients 

about the study; to find that their information was already in use could come as a surprise to 

patients.  

Members noted that in discussion with the Research Ethics Committee, the applicant had 

confirmed that all patients would be regular visitors to clinic for treatment. In light of this and 

the fact that it was possible to write to all participants informing them of the trial, it was 

agreed that consent was feasible.  

The argument that it would be inconvenient for patients to travel to clinic just to give consent 

was not accepted, as it would be possible to take consent when the patient attended for 

treatment. The argument that taking consent would involve more time on the part of the 

researcher, including time taken to contact more patients to allow for  those who did not 
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consent, was not considered to be a strong argument. As this was a retrospective trial, it 

should be possible to recruit enough participants to answer the research question. 

• Use of anonymised/pseudonymised data 

The application centred on the request for researchers to access medical notes in order to 

extract pseudonymised data.   

Additional points 

 

It was noted that researchers would spend 2-6 hours extracting the relevant data from the 

patient’s medical care record, involving considerable access to free text. The applicant had 

advised that these individuals would be employed by the Trust; however it was not clear how 

they would be appointed and how long they would be appointed for.  

Members observed that there had been no public engagement in the development of the 

study. The study did not appear to be publicised, therefore patients would not be aware of 

the trial prior to receiving the ‘opt out’ letters.  

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that the minimum criteria under the 

Regulations did not appear to have been met, and therefore advised that the application was 

not supported.  

 

b. 16/CAG/0112 - Epidemiology of coeliac disease in Southern Derbyshire. 

 

This application from Derby Teaching Hospitals NHS Foundation Trust set out the purpose of 

calculating mortality in coeliac disease, particularly with regard to malignancy. The clinician 

accessing the data would be using a database which he personally developed over many 

years. He stated that he was responsible for compiling a register of all patients with coeliac 

disease living in the Southern Derbyshire area from 1958 when coeliac disease was first 

diagnosed in adults in Derby, and had kept this up to date. There are now 2650 patients 

listed. 

The data base would allow diagnostic trends through the years to be determined and the 

causes of death compared with the general population. It would also allow the epidemiology 

of coeliac disease to be determined in the Asian population of Southern Derbyshire. Results 

of the analysis would guide those health care workers involved in managing this condition 

and patients themselves about the frequency of diagnosis and risks to health and the best 

ways of managing this large group of individuals.  

For this particular study the applicant wished to obtain mortality data from the HSCIC/NHS 

Digital, and for this he required support from CAG. He would provide identifiable data relating 

to deceased patients to ONS, in order to obtain the patient’s death certificate. The cause of 
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death would be correlated with patient data held on the database. The applicant stated that 

only he would access the data, and that he would anonymise the data before publication of 

results.  

Class 1, 2, and 6 support was requested for the process of extracting and anonymising the 

information, to obtain or use information about past and present geographical location and to 

allow access to an authorised user for one or more of the above purposes. 

Confidential patient information requested 

 

Access was requested to name, NHS number, Hospital ID number, date of birth, date of 

death and postcode in order for NHS Digital to link the data. 

Name, date of birth, date of death, postcode, gender and ethnicity would be retained for 

analysis. 

Confidentiality Advisory Group advice 

 

Public interest 

 

Members agreed that the database was a potentially valuable resource and that there was 

significant public interest in the continuation of the database. Members discussed whether 

the proposed individual study met the same threshold and agreed that there was a degree of 

public interest such that they were broadly supportive of the work.  

Practicable alternatives 

 

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

data without consent existed, taking into account the cost and technology available in line 

with Section 251 (4) of the NHS Act 2006. 

• Feasibility of consent 

It was noted that the information held on the database had been collected as part of clinical 

practice. Members speculated that the purpose of the database initially fell into the category 

of clinical audit, however during its development it had moved towards the function of a 

research database. Consent had not been taken for the use of the information. 

While it was accepted that legislation had changed and developed during the lifetime of the 

database, and that retrospective support could not be given by the Confidentiality Advisory 

Group, members wished to make clear that any future access to patient information for 

purposes other than clinical care would require an appropriate legal basis. The feasibility of 

consent was therefore not currently an issue but future applications concerning the database 

would need to consider it.  
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For the request to send data to NHS Digital in order to obtain mortality data, the argument 

had been made that the patients concerned would be deceased and therefore consent was 

not feasible. The applicant had stated that he would be aware from his own records which 

patients were deceased, and would not send any data on living patients to NHS Digital.  

This rationale was accepted by the CAG.  

• Use of anonymised/pseudonymised data 

It was understood that the clinician wished to complete his own research on the link between 

coeliac disease and mortality. The Confidentiality Advisory Group did not consider identifiable 

information to be required for this purpose. Support could be given for the project providing 

that the information received from NHS Digital was anonymised before analysis, rather than 

retained in identifiable form with identifiers removed before publication.  

Consideration was again given to the database as a valuable resource. It was agreed that 

one option would be for the database to be retained in anonymised form, as a research 

resource.  

Justification of identifiers 

 

As above, members did not agree that access to all identifiers (i.e. name, date of birth, date 

of death, postcode, gender and ethnicity) was necessary for the analysis of death rates. 

Once NHS Digital had completed the linkage of data, it should be returned to the applicant in 

pseudonymised form, using a study number in place of patient name and address. 

If any identifiers were to be returned from NHS Digital (for example postcode, date of death, 

gender and ethnicity) this should be fully explained and justified. Once initial analysis was 

complete, all identifiers should be destroyed. The applicant should provide details of how the 

data would be anonymised.  

The Confidentiality Advisory Group observed that the database contained every possible 

identifier and this was an issue which should be addressed in the future, either by 

anonymisation or appropriate information governance.  

Additional points 

 

Questions were raised with regards to the oversight of the database. The applicant had 

explained that the database was maintained within the Derby Teaching Hospitals NHS Trust. 

As data controller, the Trust should take responsibility for the appropriate governance of the 

database. If, as suggested by the applicant, the database was to be taken over and 

maintained by someone else at the Trust following his retirement, confirmation would be 

required that a named person had assumed responsibility. This person would need to 

provide assurance that the database complied with Information Governance requirements. 
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On the same note, members observed that a suitable recommendation from the Caldicott 

Guardian was outstanding.  

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that further information would be required 

from the applicant in order for a recommendation under the Regulations to be provided.  

Further information required 

 

The following information was requested: 

Either  

  

1. Assurance from Derby Teaching Hospitals NHS Foundation Trust that responsibility is to 
be taken for the ongoing maintenance and governance of the database. 

2. Full justification given for any identifiers being returned from NHS Digital, and assurance 
given that all identifiers will be destroyed immediately following initial analysis. Please 
describe the process by which the data will be anonymised, explaining what will happen 
to the information at each stage.   

3. A recommendation from the Caldicott Guardian via email 
 

Or 

 

4. Assurance that the database will be completely anonymised  
5. Full justification given for any identifiers being returned from NHS Digital, and assurance 

given that all identifiers will be destroyed immediately following initial analysis. Please 
describe the process by which the data will be anonymised, explaining what will happen 
to the information at each stage.   

6. A recommendation from the Caldicott Guardian via email 
 

c. 16/CAG/0103 - The role of combined modality therapy in management of 

elderly and poor performance status patients with Glioblastoma and 

correlation with molecular phenotypes 

 

This research application from Hull and East Yorkshire NHS Trust was submitted on behalf of 

a Masters student. Glioblastoma is the most common malignant primary brain tumour and 

prognosis is indicated to remain poor with an average life expectancy of 12-14 months. The 

standard treatment protocol includes surgical debulking followed by concurrent 

chemoradiotherapy (6 weeks) with Temozolomide (TMZ) and further six cycles of adjuvant 

Temozolomide. Patients more than 70 years of age and those with poor performance status 

(PS) have particularly poor prognosis and do not benefit from long-course 

chemoradiotherapy due to poor tolerance and associated side-effects. There is little evidence 

on optimum management of this group of patients. 
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The study aims to retrospectively evaluate the tolerance and associated toxicities and 

survival outcomes of patients treated within above treatment protocols. In addition, the study 

will aim to assess the relationship between survival and methyl-guanine methyl transferase 

(MGMT) expression to demonstrate any co-relation and patterns of association between 

above parameters. The data generated from above study is thought to provide useful 

evidence on the management of a fragile sub-group of patients with glioblastoma and aims to 

determine the probable benefits and survival outcomes after combined-modality therapy in 

this group of patients. 

 

A recommendation for class 1, 5 and 6 support was requested as access to case notes 

would require access to identifiable fields. It was understood that the cohort will be identified 

from disease registers managed by departments of pathology, neurosurgery, and 

radiotherapy. These patients will be identified by the clinical team directly responsible for 

management of these patients. This aspect should not require support, however there is a 

question about precisely who will be involved.  

 Use of tissue for research purposes out of CAG remit as asserted to be accessed with 
consent.  

 The primary researcher will only have access to the database including the list of 
patients appropriate for the study and will be acting under supervision of the care 
team, at times.  

 

Confidential patient information requested 

 

The application confirmed that the patient cohort will include elderly (>70 years) patients treated 

with short-course hypo-fractionated radiotherapy (40 Gyin 15 fractions) +/- six cycles of adjuvant 

TMZ. The study would include approximately 60 patients. Name, NHS Number, Hospital ID, date 

of birth, date of death were listed as identifiers the activity would access, and it was indicated that 

date of birth and date of death would be required for analysis purposes, in addition to gender. 

Access to the databases would also include access to free text information.   

 

Confidentiality Advisory Group advice 

 

Public interest 

 

Members expressed the view that there appeared to be a public interest in this activity as 

appropriate end of life care was important, and there was a clear medical purpose.  

 

Practicable alternatives 

 

Members considered whether a practicable alternative to the disclosure of patient identifiable data 

without consent existed, taking into account the cost and technology available in line with Section 

251 (4) of the NHS Act 2006. 

 

• Feasibility of consent 
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Members agreed that assent from next of kin was likely to be unfeasible in relation to the 

deceased and would result in additional disclosure.  

 

• Use of anonymised/pseudonymised data 

 

It was agreed that access to case notes would involve default access to identifiable information. 

 

Scope of support 

 

Members agreed that they were unable to provide a recommendation as there were questions 

regarding the scope of support, and responses had not been received in relation to the advice 

form in time for member consideration. In particular, there was an inconsistency noted in the 

application that indicated that the cohort will be identified from disease registers managed by 

departments of pathology, neurosurgery, and radiotherapy. These patients will be identified by the 

clinical team directly responsible for management of these patients and as such, this aspect 

should not require support. 

 

However, the data flows indicated in q 5-2 appeared to show that identification would also be 

undertaken by the researcher. As members were unclear as to the persons that would be 

obtaining access, they were unable to consider whether there was a practicable alternative to the 

researcher access. It was advised that this access be clarified.  

 

Members confirmed their understanding that access to tumour samples would be undertaken on a 

consented basis and the applicant was not seeking support for this aspect.  

 

Anonymisation of dataset 

 

The application appeared to indicate that date of birth and death would be retained in the data file 

for analysis, whereas previously it appeared that this dataset was to be anonymised. Members 

advised that if date of birth and death were to be retained then this would be considered 

anonymised; it was advised that this aspect be reviewed and the application amended. For 

example, if transporting confidential patient information on portable devices then these devices 

must be encrypted in addition to password protection.  

 

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG recommended that further information would be 

required from the applicant in order for a final recommendation under the Regulations to be 

provided to the Health Research Authority.  

 

Further information required 
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The following information should be provided to allow the CAG to continue their consideration of 

the application: 

 

1. Favourable opinion from a research ethics committee 

2. Confirmation that the relevant IG Toolkit submission is satisfactory 

3. Confirmation as to the information that will be contained within the anonymised dataset. 

4. If the plan is to include date of birth and/or death in the anonymised dataset, consideration 

should be given to reducing identifiability or to provide a justification for the necessity of these 

items.  

5. If retention of these items is necessary, to review and amend the application to take account of 

retention of identifiable data items. 

6. Confirmation as to whether the care teams only will be identifying the relevant cohort. 

7. If researcher involvement is justified for this aspect, to consider an alternative of the care team 

extracting relevant information on behalf of the researcher to avoid any disclosure of 

identifiable information.  

8. Confirmation as to whether support is being sought for the proportion of patients that are living.  

9. Further detail provided on how information will be anonymised (method, persons involved).  

10. The application asserted that details of the study would be discussed with members of the 

Brain Tumour Survivor Group to demonstrate the rationale and acceptability of using patient 

information without consent. Clarification to be provided on when this engagement would take 

place.   

11. Confirmation as to how this study will be disseminated e.g. via local charity groups and/or 

website.  

 

 

*Additional update following the CAG meeting* 

 

While the CAG recommendation was with the Health Research Authority (HRA) decision maker, a 

discussion took place between the Advice team and the applicant. It was confirmed that the 

application considered by the CAG on 08 September 2016 had changed since submission to the 

CAG. Queries had been sent to the applicant but responses had not been received in time for the 

CAG meeting. Correspondence on 14 September 2016 indicated that the application had changed 

since submission and the project will no longer involve submission for a Masters qualification. The 

research project will remain the same but there will be no involvement of any individual outside the 

health care team. In light of this, confirmation was provided by the applicant that the application 

should be withdrawn as there appeared to be no disclosure outside of the care team, and 

therefore a legal basis to process confidential patient information without consent was no longer 

required. This revised outcome was sent to the the Research Ethics Committee (REC) by the 

Advice Team.  

 

 

5. RESUBMITTED APPLICATIONS 
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a. 16/CAG/0117 - An extension of the Arnold Lodge Admission Cohort 

Reconvictions and Intervening Treatment (ALACRITy) study: 1983-2013 

(Consolidated application).  

 

Purpose of application 

 

This resubmitted research application from the University of Nottingham set out the purposes of 

continued monitoring of the outcomes of a vulnerable cohort in terms of mortality and 

rehospitalisation in order to add to understanding of the long-term outcomes of these patients. The 

study will generate long-term follow-up data that will help to inform public debate, service planning 

and patient care. Other potential benefits of the study include making community services aware 

of the need to address the risk of suicide and physical ill health as well as reoffending, and 

quantifying statistical risks and timescales for reoffending in clinical populations. There is also a 

potential benefit in raising awareness in mental health services of potential adverse outcomes 

such as excess mortality, particularly by suicide 

 

This application was intended to supersede and replace the support already provided for under 

references PIAG 4-07 (t)/2002 and ECC 4-15 (b)/2009 and follows previous consideration of 

reference 16/CAG/0199 where CAG had been unable to provide a recommendation due to a 

number of outstanding issues.  

 

A recommendation for class 1, 4 and 6 support was requested to enable the relevant activities 

specified in the application. 

 

Confidential patient information requested 

 

The purpose of this application was to refresh the original two references, and to extend the 

follow-up period of the original Arnold Lodge cohort (1983-2003) by 10 years to a census date of 

30th June 2013, and also to examine the admission characteristics and outcomes of a 

contemporary cohort (2003-2013) to the same census date of 30 June 2013. This will involve 

collecting data for those patients from 2003-2009 for whom, due to resources, were not collected 

during the previous extension, and for all patients between 2009 and 30th June 2013. The 

identifiers as specified in the application would include name, NHS number, date of birth, date of 

death, full address, hospital ID, GP registration, gender, ethnicity and age and would be required 

to enable linkages between different data sources.  

 

 ONS Mortality data obtained from NHS Digital (i.e. date of death, cause of death, district of 

death, current district of registration). Death certificates will be obtained from the ONS up to 

30 June 2013 

 NHS records (i.e. dates and durations of hospital admissions, type of hospital unit, 

discharges) via HES will be used to calculate outcomes in terms of hospitalisation, 

readmission, time at risk in open or community settings, loss to followup and physical 

health.  

 The study sample will include all first admissions to Arnold Lodge MSU between July 1983 

and 30th June 2013 (a period of 30 years). The follow-up nature of the project means that 
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two subsets of patients will be identified: 1) patients in the original cohort admitted to Arnold 

Lodge between July 1983 and 30th June 2003 (n = 595, Set A); and 2) patients admitted to 

Arnold Lodge between 1st July 2003 and 30th June 2013 (n = estimated at 400, Set B). 

 Patients in Set A require follow-up/outcome data collection for the additional time period 1st 

July 2003 to 30th June 2013. Patients in Set B will require full admission and outcome data 

collection from clinical records held at Arnold Lodge from 2003-2013. Admission data are 

already available for a subset of Set B patients, those admitted between 2003 and 2009, 

collected as part of an extension to the original study. Data collection ended due to limited 

resources and so this new study will complete the data collection for the remaining patients 

in the cohort.  

 Admission data will be obtained from medical records at Arnold Lodge. Outcome data will 

be obtained from: clinical records at Arnold Lodge and other mental health services(both 

part of Nottinghamshire Healthcare NHS Foundation Trust and other Trusts where 

possible), the Mental Health Casework Section (for patients on restriction orders of the 

Mental Health Act), Office for National Statistics (ONS, part of NHS Digital for mortality 

data, the General Practitioners registration database, the Police National Computer 

(reconvictions 

 General Practitioners, both in the community and in prison, and consultant psychiatrists 

who may be identified as having had some contact with former patients over the course of 

the follow-up period would be contacted via post to provide details regarding service 

contact. 

 

Confidentiality Advisory Group advice 

 

The previous outcome had set out a number of points to be addressed in the resubmission. 

These points and conclusion summaries are set out below. 

 

1. Stronger explanation of the public benefits that may arise to support the position 

that the public interest in the potential outcomes outweigh the proposed breach of 

confidentiality.  

 

Members agreed that the refined information provided a clearer articulation of the anticipated 

public benefit; it was agreed that there was a clear medical purpose and a sufficiently strong 

case had been made to support the proposed benefits and potential public interest for patients.  

 

2. Stronger explanation, in light of the anticipated feedback relating to earlier consent 

activity, to clarify why consent may not be a feasible option in some instances.   

 

The CAG had previously considered the annual review of the two original references at its 

meeting in August 2016; this had provided an update on patient and user involvement to help 

support the position that consent would not be feasible for discharged patients. Members 

therefore agreed that a sufficiently strong case had been made to justify that consent would not 

be feasible for those patients who had been discharged.  
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3. The current information to be provided to patients to be assessed in light of the 

principle of patient notification 

 

Members noted the applicant intended to respect any dissent through the provisions of the 

Data Protection Act (DPA) 1998. It was noted that in order for an objection to be respected, the 

DPA provides a higher threshold from this support under confidentiality in that the patient is 

required to demonstrate unwarranted substantial harm or distress.  

 

Members advised that while accurate for the purposes of the DPA, it is a standard condition of 

this support that any patient objection should be respected unless in the most exceptional of 

cases. There is no requirement, to meet the condition of support, for a patient to demonstrate 

harm or distress; the fact that an objection has been made should mean it is acted upon 

without any further requirement on the patient to demonstrate a rationale or potential harm. 

Members debated whether it would be appropriate for the applicant to rely only on the 

provisions of the DPA to manage and respect dissent, or whether the general condition of 

support to respect dissent should be applicable.   

 

Members advised that for the purposes of this approval the standard condition of support 

meant that any patient objection should be respected without any further requirement on the 

patient to demonstrate harm or distress. It was agreed that a report should be provided at time 

of annual review to update on the percentage of any patient objections received. 

 

4. The application to more clearly demonstrate compliance with the DPA, in particular 

the fair processing principle.  

 

Members advised that documentation appeared to be in compliance with the provisions of the 

Data Protection Act 1998.  

 

5. Noting that support can only extend to confidential patient information, to make clear 

those aspects for which support is sought e.g. police data would be excluded 

 

The application now made clearer those aspects and data sources for which support was 

sought, and this clarity was welcomed.  

 

 

6. Precise detail on who would be undertaking the linkages at each stage and how this 

process would be managed across all aspects of the data flow 

 

Members noted the two detailed flow charts provided and agreed these provided the necessary 

clarity to show which bodies were processing identifiable information, and the data flows to 

support this. 

 

Additional points 
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As a whole, members were satisfied with the detail of the application and agreed that a 

sufficiently strong case had been made to justify continuing processing of the information and 

to extend the application. However, members noted the retention period of the identifiers 

seemed relatively extensive and requested that this be reviewed at time of annual review. It 

was also noted that the application was inconsistent in terms of referring to anonymisation or 

pseudonymisation but members advised this was not sufficiently unclear to warrant further 

amendment of the application. 

 

Confidentiality Advisory Group advice conclusion 

 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met 

and that there was a public interest in projects of this nature being conducted, and therefore 

advised recommending support to the Health Research Authority, subject to compliance with 

the specific and standard conditions of support as set out below. 

 

 

Specific conditions of support 

 

1. This application now supersedes references PIAG 4-07 (t)/2002 and ECC 4-15 (b)/2009. 

These references are no longer active.  

2. Support applies only to the relevant healthcare generated data as requested in the 

application. For example, data to be obtained from the Ministry of Justice or employment 

records would fall outside the scope of this approval.  

3. Any dissent or patient objection to be respected under the terms of this support with no 

need for the patient to demonstrate harm or distress if making an objection. 

4. An annual review to be provided every 12 months from date of final approval; the first 

annual review should include information on the number of patient objections made, and to 

consider the length of the retention period for identifiable information.  

5. Favourable opinion from a Research Ethics Committee. Received dated 22 September 

2015 

6. Confirmation from the IGT Team at the Health and Social Care Information Centre of 

suitable security arrangements via Information Governance Toolkit (IGT) submission. 

Version 13 reviewed grade published as ‘satisfactory’. 

 

 

 

6. NEW APPLICATIONS – RESEARCH 

 

a. 16/CAG/0102 Health literacy and its relationship with process and outcomes in 

people undergoing dialysis or with a kidney transplant 

 

The specific research application is undertaken to support a doctorate in Primary Care and 

Population Sciences and was submitted by NHS Blood and Transplant. Access to Transplant and 

Transplant outcome measures (ATTOM) study is a UK-wide research study examining the 

process of kidney transplant allocation in the UK. The study recruited 6842 patients from 2011-
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2013 with kidney disease at the time of starting dialysis treatment, at the time of receiving a kidney 

transplant or while on the kidney transplant waiting list. At recruitment, patients gave consent to 

have their information shared with NHS Blood and Transplant, the UK Renal Registry and the 

Scottish Renal Registry. 

 

Health literacy is a term describing individuals' ability to access, understand and use health related 

information to improve their health. Analyses of the ATTOM dataset have shown that low health 

literacy is more common in those with lower socioeconomic status. The results also suggest that 

low health literacy might reduce the chance of patients receiving a kidney transplant. Health 

literacy research in people with kidney disease from the USA has shown increased use of 

emergency care, more dialysis-related complications and increased mortality among those with 

poor health literacy. 

 

The research objective is to investigate for any effects of poor health literacy on health outcomes 

in people with kidney disease in the UK, including dialysis-related complications, access to kidney 

transplantation, hospital admissions, healthcare expenditure and mortality. The aim is that 

examining these relationships will inform future work to try to help people with poorer health 

literacy and kidney disease to manage their health more effectively. 

 

A recommendation for class 1 and 6 support was requested to achieve the relevant activities 

specified in the application.  

 

Confidential patient information requested 

Upon enrolment, the application confirmed that patients provided consent for their identifiable data 

to be shared with the UK Renal Registry, Scottish Renal Registry and NHS Blood and Transplant. 

Access was requested to Hospital Episode Statistics data, Payment by Results data and Office of 

National Statistics mortality data. The cohort size would be approximately 6482 patients and NHS 

number and date of birth would be transferred to NHS Digital to enable the relevant linkages of the 

ATTOM cohort to these datasets. 

Confidentiality Advisory Group advice 

Public interest 

 

Members agreed that this was an important and interesting proposal, there would be a 

public interest in the potential outcomes and it was an appropriate cohort on which the 

study would be undertaken.  

 

Practicable alternatives 

Members considered whether a practicable alternative to the disclosure of patient 

identifiable data without consent existed, taking into account the cost and technology 

available in line with Section 251 (4) of the NHS Act 2006. 
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• Feasibility of consent 

It was noted that this was a consented cohort, however the consent was not considered 

sufficient to transfer identifiable information to NHS Digital so they could undertake linkages 

and return an anonymised dataset. It was confirmed that the study had recruited 6842 

patients with advanced kidney disease from 2011-2013. Members acknowledged the view 

that given the mortality and morbidity associated with advanced kidney disease it was likely 

that up to 25% of the patients would regrettably be deceased. The Group accepted the view 

that, as one the aims of the planned analyses would be to examine factors increasing the 

likelihood of death, seeking to consent only those that would be alive would significantly 

reduce the utility of the dataset.  

• Use of anonymised/pseudonymised data 

In order for NHS Digital to provide the applicant with an anonymised dataset, identifiable 

information would be required to be transferred to this body in the first instance so that 

linkages could be undertaken.  

Justification of identifiers 

Members considered the identifiers to be transferred to NHS Digital to enable the linkages 

were appropriate to achieve this purpose.  

Patient notification 

It is a general principle of the CAG, when recommending support under Regulation 5, for 

reasonable measures to be taken to inform the relevant population of the activity and to 

provide a right and mechanism to respect objection, where appropriate.  This principle is 

known as patient notification. This is separate to the local obligation to comply with the 

principles of the Data Protection Act 1998.  

Responses to queries advised that there are currently no existing regular communication 

methods, directly to the cohort, by which relevant information could be disseminated. It was 

also advised that for the proportion of the cohort that are still alive, the applicants do not 

hold their current contact details, and to obtain this would involve a greater disclosure of 

patient information. 

 

Members agreed that there was no direct communication methods to the cohort, but 

advised reasonable measures could be taken through providing updated information on the 

Renal Registry website as there were already links with this body, or to disseminate via the 

National Kidney Federation. Members therefore advised recommending that a condition of 

the support would be to provide relevant patient notification materials, ensuring this 

provided for a right of objection, for dissemination via the two avenues stated above. 

Members advised that if this would not be possible then other methods should be proposed 

to ensure this condition of support to inform and respect patient objection would be met.   

Confidentiality Advisory Group advice conclusion 
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The CAG agreed that the minimum criteria under the Regulations appeared to have been 

met and that there was a public interest in projects of this nature being conducted, and 

therefore advised recommending provisional support to the Health Research Authority, 

subject to compliance with the specific and standard conditions of support set out below. 

Specific conditions of support 

1. Patient notification materials, providing contact details and a mechanism to respect any 

patient objection, to be disseminated via the UK Renal Registry and/or National Kidney 

Federation. If these two routes are not feasible, to provide further options for 

consideration by the CAG.  

2. Favourable opinion from a Research Ethics Committee. Pending 

3. Confirmation from the External IG Delivery Team at NHS Digital of suitable security 

arrangements via Information Governance Toolkit (IGT) submission. Version 13 

reviewed grade published as ‘satisfactory’ 

 

 

b. 16/CAG/0104 The Paediatric Acute Respiratory Distress Syndrome Incidence 

and Epidemiology (PARDIE) study 

 

Purpose of application 

This research application from Guy’s and St Thomas’s NHS Foundation Trust (GSTFT) set 

out the purpose of PARDIE. This study is a multi-centre prospective study to identify how 

common new cases of paediatric acute respiratory distress syndrome (PARDS) are. 

Organised in the US, there are over 200 Paediatric Intensive care Units (PICUs) 

participating internationally. Led in the UK by GSTFT, this study is an observational, cross-

sectional review of new cases of PARDS in PICUs involving 5 continuous days of screening 

and patient enrolment, occurring every 2 months over 6 months (4 total study weeks). 

There is no intervention. Patients are followed up to 90 days post enrolment for outcomes 

such as mortality and length of ventilation. 

A recommendation for class 1 and 6 support was requested to achieve the aims set out in 

the application 

Confidential patient information requested 

The application estimated that 800 patients will be needed to gain information on which 

patients with PARDS are likely to survive. This requires a multi-centre approach and the 

study has been designed to collect data from as many PICUs as possible so as much 

information as possible can be gained. Each centre is responsible for screening paediatric 

intensive care patients for PARDS over 5 study days, every 2 months over 6 months, so the 

total time screening will be 20 days (4 x 5). A member of the research team /research nurse 

will screen the patients by looking at patient charts and talking to the care team. If a patient 

is identified as fulfilling the criteria for PARDS, their data will be transcribed from PICU 
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charts onto a case report form and then onto the study database. The data collected 

involves minimal information on demographics (e.g. date of birth, weight) and 

comprehensive data on physiological parameters (e.g. breathing rate, oxygen levels) and 

treatment (e.g. ventilator settings). Data is collected for 3 days from the moment the patient 

is enrolled. The study database is a secure web-based platform that collects no patient-

identifiable data. All patient-identifiable data will remain with each hospital's research team 

to follow up 90 day survival and any queries with the data. 

The application indicated the aim was for the total number of UK patients to be studied as 

228 patients (124 main study and 104 subsidiary studies). In particular, access was 

requested to name, date of birth, gender, ethnicity, weight and height.  

 

Confidentiality Advisory Group advice 

Public interest 

Members agreed that there was a clear medical purpose and a public interest in this activity 

being undertaken as it was a relatively rare condition.  

Practicable alternatives 

Members considered whether a practicable alternative to the disclosure of patient 

identifiable data without consent existed, taking into account the cost and technology 

available in line with Section 251 (4) of the NHS Act 2006. 

• Feasibility of consent 

It was agreed that consent was not feasible in the context of the arrangements for this 

application.  

• Use of anonymised/pseudonymised data 

It was confirmed that while there would be access to identifiers in the first instance, which 

appeared appropriate, no identifiers would be uploaded to the central database.  

Storage of identifiers on database. 

Members noted the email from the Caldicott Guardian that confirmed the database would 

be held in the USA and the Trust lawyers had signed an agreement regarding responsibility 

and security. Members had sought clarity on how it would be ensured that information 

uploaded to the database would remain anonymised. The response confirmed that when 

data is entered on the database, locally, the computer entry subtracts the date of birth from 

date of admission and patient age is stored on the central database. The same technique is 

applicable in relation to date of death. It was confirmed that dates are not stored on the 

central database.  

Patient notification materials. 
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It is a general principle of the CAG, when recommending support under Regulation 5, for 

reasonable measures to be taken to inform the relevant population of the activity and to 

provide a right and mechanism to respect objection, where appropriate.  This principle is 

known as patient notification. This is separate to the local obligation to comply with the 

principles of the Data Protection Act 1998.  

Members noted the commitment that “although consent is not requested, each centre will 

display information regarding the study and patients or their parents can opt out if they 

wish”. This was welcomed to ensure that this condition of support of patient notification was 

appropriately implemented. It was also noted that support cannot be applied where a 

participant lacks capacity as there other provisions under the Mental Capacity Act that 

would be applicable that should be followed in those instances. Members also advised that 

information on the study should be made available on the Guy’s and St. Thomas’s website.  

User involvement 

Members noted that there had been limited steps taken to involve appropriate users or 

patients. It was advised that prior to publication of the dataset, there should be engagement 

with relevant patient groups.  

Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been 

met and that there was a public interest in projects of this nature being conducted, and 

therefore advised recommending support to the Health Research Authority, subject to 

compliance with the specific and standard conditions of support as set out below.  

Specific conditions of support 

1. Suitable patient notification materials, providing a clear mechanism to enable patient 

objection, to be disseminated and made accessible to relevant patients; information should 

also be provided on the Guy’s and St Thomas’ website.  

2. Support cannot be applied where a participant lacks capacity; other provisions under the 

Mental Capacity Act would apply and should be followed. 

3. Engagement with appropriate patient group, prior to publication of the dataset.  

4. Favourable opinion from a Research Ethics Committee. Received.  

5. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via 

Information Governance Toolkit (IGT) submission. Version 13 ‘reviewed grade’ 

confirmed as satisfactory 13/09/2016 

 

7. NEW APPLICATIONS – NON-RESEARCH 

 

a. 16/CAG/0107 - UK Renal Registry (Consolidated  application from PIAG 1-07 

(c)/2004)  
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Context 

 

The UK Renal Registry (UKRR) collects, analyses and reports on patients with Chronic 

kidney disease (CKD), including those receiving renal replacement therapy (RRT) and 

Acute kidney injury (AKI). Data are sent to the UKRR from renal units and laboratories in 

the UK. The UK Renal Registry (UKRR) is part of the Renal Association and all adult and 

paediatric renal units in the UK participate. The UKRR aims to improve patient care through 

performance audit and quality improvement. It was established in 1995 and since then has 

published an annual report describing the epidemiology of patients using renal replacement 

therapy (dialysis and renal transplantation) to treat established renal failure. We also 

provide data and reports on service provision, quality of treatment and outcomes including 

survival.  Through our published reports and dashboards, we provide the data that are 

required by Specialist Commissioners to monitor the national service specification for 

patients with dialysis dependant CKD and AKI. 

 

These new linkages will enable the audit and quality assurance work of the UKRR to be 

extended to hospital admissions and cause of death. They are essential, amongst other 

things, for the work that has been commissioned by NHS England around acute kidney 

injury and robust adjustment for case mix in centre comparisons. 

 

Purpose of consideration 

 

Following a number of updates and extensions, the extent of the support granted to the 

UKRR has increased since its original application in 2004 (ref PIAG 1-07(c)/2004). This 

application consolidates these updates, seeks to adopt the same patient identifiers for all 

patients involved and provides updated information on the information governance and data 

security. It also provides background information about data transmission frequency, 

terminologies and servers. 

 

Confidential patient information requested 

Specific identifiers are NHS Number, name, address, postcode, date of birth, ethnicity, 

gender, occupation, hospital name/code and patient number, date and cause of death. (See 

excel spreadsheet). The applicant indicates that given the continuing absence of 

comprehensive and reliable adoption of the NHS number in all hospitals, undertaking these 

data linking exercises and matching data for individual patients from different renal units 

continues to rely on use of patient identifiable information in addition to the NHS number. 

 

Support is requested to link to data held by two organisations: 

1) NHS Blood and Transplant 

2) Public Health England (previously known as Health Protection Agency) 

 

New permissions are sought to link regularly to data held by two other organisations: 
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3) Hospital Episode Statistics (and the equivalent databases in Wales and Northern Ireland) 

4) Office for National Statistics (Medical Research Information Service) 

 

The following cohort characteristics will be included: The population of England and Wales 

with:  

 Chronic kidney disease stages 2 to 5 or 

 Acute kidney injury or patients using Renal replacement and related extracorporeal  

therapy (including peritoneal dialysis, haemodialysis, haemodiafiltration, haemofiltration, 

plasmapheresis, plasma exchange and renal transplantation) 

 

Confidentiality Advisory Group advice 

Public interest 

Members agreed that there was a clear medical purpose and a public interest in this activity 

continuing.  

Clarification aspects 

It was noted that this was a consolidated application related to an activity that had 

continuing support. The focus for members was therefore on whether the application was 

sufficiently clear and data flows clearly articulated.  

Members raised a number of questions as to the scope of the existing support and these 

issues were clarified via the Advice Team who confirmed certain aspects had already 

received support.  

However, members remained unclear on the precise data flows and who would receive 

what and when, and which data flows were new. In particular, members requested greater 

clarity on what data would be obtained and sent to NHS Digital. The purpose of this 

clarification is to be precise on what the revised support would encompass, and to provide 

clarity to existing and future parties of the revised dataflows.  

Research use of data 

It was noted there has previously been a breach reported regarding the application that 

involved data that had been shared for research purposes, and the applicant was 

processing more identifiers than approved within the documentation. It was in light of this 

aspect that a consolidated application had been requested. 

The dataflow chart provided indicated that there was the wish to provide pseudonymised 

data extracts for research purposes. However, it was clear to members that they could not 

recommend support for research purposes within the documentation provided for 

assessment. The application was specifically for non-research purposes, and it was in 

relation to this documentation that CAG would provide a recommendation to the Secretary 

of State for Health. While noting the request, the CAG were unable to recommend support 

for research purposes based on the current documentation as no information was provided 
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around the proposed research uses and dataflows, governance and pseudonymisation 

approaches.    

Confidentiality Advisory Group advice conclusion 

While acknowledging the importance of the activity, and noting that the 2004 original 

application had been provided with interim support to enable this consolidated application, 

members were of the view that they would defer providing a recommendation until all the 

precise data flows and items were clarified in a revised submission. The issue of research 

use would also need to be submitted in terms of a revised application specific to that 

aspect, to enable further consideration.  

 

b. 16/CAG/0108 - National Clinical audit for specialist rehabilitation following 

major injury 

 

Purpose of application 

This application was submitted by London North West Healthcare NHS Trust on behalf of 

the Healthcare Quality Improvement Programme (HQIP). The National Clinical Audit of 

Specialist Rehabilitation following Major Injury (NCASRI) was commissioned by the HQIP 

on behalf of NHS England to examine current provision of services for patients who have 

suffered severe injuries. A key component of the NCASRI programme is to link the TARN 

and UKROC datasets in order to be able to track individual patients discharged from major 

trauma centres to identify those that subsequently received specialist rehabilitation. 

This will provide the facility to relate outcomes to presentation characteristics and process 

information, such as early implementation of the rehabilitation prescription, prompt referral 

and transfer times, and appropriate levels of specialist input. The audit will drive (a) 

improved and equitable access to specialist rehabilitation services for eligible patients, (b) 

improved physical and psychological recovery and (c) the reduction of long-term disability 

and costs of on-going care, to the individual and their families and to society. 

It is anticipated that this will lead to overall findings that improve the quality of care offered 

to the wider population of patients, especially for the population of severely injured patients 

requiring specialist rehabilitation following major trauma. 

A recommendation for class 1, 4, 5 and 6 support was requested to cover the relevant 

activities as specified in the application. 

 

Confidential patient information requested 

1. Collection of NHS number and dates of birth within the UKROC database in order to 
link the UKROC and TARN datasets for the NCASRI programme. 
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2. To link UKROC with ONS mortality data to identify those patients who have died  
 

Patient identifiable information is currently recorded within the UKROC data collection 

software that is held within each registered service so that the information can form 

part of the patient’s clinical records, but is stripped out when the data is exported and 

sent to the UKROC team 

3. For the feasibility study for identifying the pathway and outcomes for patients who 
require specialist rehabilitation on discharge from MTCs, but who do not subsequently 
attend, the request is to use the NHS number to search the HES (through the NHS 
Digital data request service) to identify if they were treated somewhere other than a 
level 1 or 2 specialist rehabilitation service. The search would identify admission and 
discharge dates for any inpatient treatment in the 6 months after leaving the MTCs. 

 

4. In addition to the above, UKROC wishes to collect the following patient identifiable 
information in its centre database: 

 Date of birth 

 NHS number 

 Date of death 
 

The purpose of this request is to collate patient identifiable information (NHS number and date 

of birth and date of death) within the UKROC central database in order to create that linkage 

between the TARN and UKROC datasets for the purpose of the NCSARI audit. The date of 

death would be obtained by searching ONS mortality data using the NHS number and date of 

birth, to identify any patients who have subsequently died. The linkage will be used track 

patients who are identified as having category A or B rehabilitation needs when they leave the 

Major Trauma Centre to determine whether or not they actually received in-patient treatment in 

a specialist Level 1 or 2 rehabilitation services.  

 

5. As some MTCs collect data relating to the RP and SpR on paper or in their local 
electronic patient records systems (eg Orion), instead of TARN, the UKROC team also 
seeks permission to receive the data fields listed in the NCASRI data collection form 
on paper or by electronic download from Orion in order that these may be uploaded 
directly into UKROC or TARN software as appropriate, in order to maximise the 
opportunity for complete data collection. 
 

The request involved collecting these data items from 1.7.2016 until the end of the NCASRI 

programme (currently contracted until 30.6.2018). 

 

Confidentiality Advisory Group advice 
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Public interest 

Members agreed that this was an important audit, was a relevant medical purpose and 

the requested linkages were intended to provide a broader public benefit to the relevant 

population and was intended to help improve the management of health services.  

Practicable alternatives 

Members considered whether a practicable alternative to the disclosure of patient 

identifiable data without consent existed, taking into account the cost and technology 

available in line with Section 251 (4) of the NHS Act 2006. 

• Feasibility of consent 

 

Members agreed that consent was not likely to be feasible in this instance; namely that 

attempting to seek consent from this complex and diverse group of patients was not likely 

to be appropriate due to the timing and life-changing injuries involved.  

• Use of anonymised/pseudonymised data 

Members accepted that access to identifiable information was necessary to enable the 

requisite linkages and to achieve the overall purpose of linking UKROC data with the 

various datasets to enable tracking of individual patients longitudinally through the care 

pathway and to improve quality of patient care 

Justification of identifiers 

It was noted that there was a parallel activity being undertaken by UKROC to progress a 

different application through seeking permission from Caldicott Guardians to hold 

identifiable data for direct care purposes. It was confirmed that this aspect was not the 

subject of the current application and this aspect was not considered further by the CAG.   

In assessing the items requested, members noted that UKROC currently collects age, 

gender, ethnicity and first part of postcode. The additional data items were shown to be 

appropriate to achieve the purposes and to achieve the linkages to sufficient quality. It 

was also agreed that date of death was considered appropriate to ensure that distress is 

not caused to families by inadvertently seeking any follow-up information from patients 

who have died. 

Patient notification and objection 

It is a general principle of the CAG, when recommending support under Regulation 5, for 

reasonable measures to be taken to inform the relevant population of the activity and to 

provide a right and mechanism to respect objection, where appropriate.  This is known as 

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

the Data Protection Act 1998.  
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The application indicated that since 01 July 2016 local teams had been asked to put up 

posters in all of the centres offering the option of ‘opt out’ from the NCASRI for patients 

who feel very strongly that they do not wish to participate. Members requested sight of 

this poster to confirm that a right of patient objection was clearly offered, and requested 

further clarity on how a patient objection, if received, would be managed to ensure the 

objection was respected.  

Patient and public engagement 

Members noted the UKROC programme has a dedicated Patients and Public Involvement 

Group which was actively involved throughout the seven years of development. TARN was 

indicated to have individual PPI members and representatives of patient organisations e.g. 

Headway. PPI opinion was obtained through presentations and discussions at meetings of 

bodies that include wide stakeholder involvement, e.g. the UK Brain Injury Forum, the Acquired 

Brain Injury London group, the King’s Fund. 

 

The feedback provided with regard to patient input and confirmation that PPI groups have been 

involved in the development of this request and will continue to be involved in development of 

information resources about NCASRI posted on the website, was strongly welcomed by the 

members.  

Data flows 

Members reviewed Appendix 3 and noted it was marked as ‘provisional data flows’. 

Members noted some queries over the relevant data controllers and requested a finalised 

and accurate data flow chart to provide the formal record of the approved data flows. In 

particular, the data controllers should be accurately represented, it should be clear 

precisely what bodies are receiving identifiable information, at what stage, and the stages 

of de-identification and who would be undertaking this and when.  

Retention periods 

Members requested greater clarity of the retention period as there appeared to be some 

ambiguity in the response.  

Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been 

met, subject to satisfying the clarifications. It therefore advised recommending provisional 

support to the Secretary of State, subject to satisfactory responses to the request for 

clarification and compliance with the specific and standard conditions of support as set out 

below.  

In order to complete the processing of this application, please respond back to the following 

request for further information within one month:  
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Request for further information 

1. Sight of the poster to confirm a right of patient objection will be offered. 
2. Clarification as to how any requests for dissent will be managed.  
3. Confirmation that the activity does not extend to further follow-up for the patients. 
4. Provision of revised data flows showing confirmed final flows and items with particular 

emphasis on who will obtain what data items, and at what stages, and stages and 
bodies involved at time of de-identification.  

5. Clarification of retention period for identifiable data items.  
 

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, the SofS will confirm approval.  

(Provisional) Specific conditions of support 

1. Support extends to relevant information generated in England and Wales only. 
 

2. Support extends only to processing information for the purposes of the activities specified in 
the application. Processing of information, under this reference, for research purposes is 
excluded from the scope of the support. 

 

3. Confirmation from the IG External Delivery Team at NHS Digital of suitable security 
arrangements via Information Governance Toolkit (IGT) submission. Published v13 score 
reviewed grade specified as ‘satisfactory’. 
 

c. 16/CAG/0106 - Pseudonymisation of Patient Data from Dispensed 

Prescriptions (Wales)  

 
Context 

This non-research application was submitted by Velindre Trust / NHS Wales Shared 

Services Partnership (NWSSP). NWSSP provides national dispensing data for comparative 

purposes.  Health Boards and general practices can compare their performance with 

national or peer group averages.  Although this data has been effectively used to stimulate 

practice audit and educational and development opportunities for a number of years it is 

constrained by the inability to analyse and compare prescribing patterns across age groups 

and practices with similar registered population demographics. Academic detailing 

approaches with general practice with feedback of peer comparative data has been shown 

to effectively stimulate changes in prescribing habits with associated improvements in 

quality of patient care.  Uses of the data include service planning and improvement, 

performance monitoring and for monitoring equality of access to services.  Also government 

has similar requirements for comparative information to ensure the transparent and 
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effective use of publicly funded NHS resources, including information for questions and 

briefs, the detail of which cannot always be predicted. 

Support was requested to allow NHS Wales Shared Services Partnership (NWSSP) to pre-

process patient identifiable data captured for the prescription barcode to create a 

pseudonymised link to processed prescription line item medication data. This will enable 

NWSSP to produce aggregated medication data for national and local uses, using high 

level patient attributes as the denominator (e.g. by age group and gender) and to produce 

anonymised / pseudonymised data extracts.  This data would be supplied either by 

enhancing existing products or producing new extracts to satisfy the needs of service and 

government professionals. 

NWSSP currently receives the personal identifiable data due to the fact that it receives 

prescriptions as part of its existing remuneration remit, but is seeking support to extend the 

processing for the purposes above. 

Confidential patient information requested 

The cohort would relate to the GP registered population of Wales. In particular, NHS 

Number, Name, Date of Birth, Gender, Address, Postcode will be used to create the 

pseudonymised link. 

Public interest 

Members agreed that there was a public interest in an activity such as this being 

undertaken. 

Practicable alternatives 

Members considered whether a practicable alternative to the disclosure of patient 

identifiable data without consent existed, taking into account the cost and technology 

available in line with Section 251 (4) of the NHS Act 2006. 

• Feasibility of consent 

The application confirmed that consent would be impracticable due to the large numbers, 

administrative burden and lack of time to give full information to enable informed consent. 

Members agreed that the seeking of consent would not be practicable due to large 

numbers.  

• Use of anonymised/pseudonymised data 

It was confirmed that access to identifiable data would be required to enable the linkages, 

prior to pseudonymisation. 

Justification of identifiers 

 

NWSSP currently already receives the confidential patient information due to the fact that it 

receives prescriptions as part of its existing remuneration remit. 
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Patient notification and objection 

It is a general principle of the CAG, when recommending support under Regulation 5, for 

reasonable measures to be taken to inform the relevant population of the activity and to 

provide a right and mechanism to respect objection, where appropriate.  This is known as 

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

the Data Protection Act 1998.  

It appeared to the CAG that the endorsement provided in the letter from the Wales 

Information Governance Board (WIGB) contradicted the detail in the application.  The letter 

stated that “The Board was satisfied that it would not be practical, at this stage, to gain the 

consent of every patient for the pre processing task required, but supported the need for 

robust patient informing and the ability for dissent to be communicated in this case. The 

Board was assured that these actions would be addressed and communicated in the S251 

submission”. 

In support of the application, a generic, pre-existing patient leaflet was provided. Members 

considered this leaflet to be inadequate to meet this principle as it did not adequately cover 

the proposed activity.  

Members agreed that there should be a robust mechanism to inform the cohort, and the 

applicant should be advised to consider approaches and to provide the CAG with a plan for 

ensuring the cohort is adequately notified of this activity, and be provided with a mechanism 

to register any objection that should be respected.  It was agreed to send the outcome to 

the Chair of the Wales Information Governance Board as this consideration was directly 

linked to their endorsement.  

 
Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been 

met, subject to satisfying the clarifications. It therefore advised recommending provisional 

support to the Secretary of State, subject to satisfactory responses to the request for 

clarification and compliance with the standard conditions of support.  

Clarifications 

1. A robust plan to implement adequate patient notification and provide a mechanism to 

respect patient preferences to be established and provided to the CAG for 

consideration.  

Once received, the plan would be considered by the CAG and a final recommendation 
provided.  

 
8. MINUTES OF THE MEETING HELD ON 04 August 2016  

 

The minutes were agreed as an accurate record. 

 

9. CAG REPORTS 



Page 29 of 29 

 

 

No comments were received regarding the CAG Chair report. The Office report provided a 

report on times taken to process application activity over the previous quarter and importance 

was emphasised of timely member responses.  Members discussed that there can be some 

difficulty, due to other professional and personal commitments, in responding as quickly at 

times.   

 

10. ANY OTHER BUSINESS 

 

No other business was raised.  

 

 

 


