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1.

Overview

This report presents the findings of an independent qualitative evaluation of the Health Research
Support Service (HRSS) pilot in primary care conducted in two general practices with a strong
research background, one in Liverpool and one in Peterborough.

This independent evaluation of the Health Research Support Service (HRSS) specifically sought to
explore the views and beliefs of all the stakeholders in the pilot project in relation to both the ethical
and practical aspects of the project. We also conducted non-participant observation in meetings to
set up the pilot project and at the five meetings of the Patient and Public Involvement Co-ordination
Group (PPI CG).

Finally we considered the views of potential stakeholders outside of the pilot

project.
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2.

Background

2.1 Policy and academic literature
The NHS holds an extensive and invaluable electronic patient dataset, especially in primary care, but
currently only limited use is made of this for research purposes. Using these data, particularly if then
linked to other datasets, has the potential to improve the quality and safety of patient care. The value
of linkage between routinely collected administrative data in order to answer research questions and
aid clinical practice has long been established (Goldacre et al 2010). It has however been noted that
record linkage studies tend to be limited to hospital data (Goldacre et al 2010). This suggests
improving access to general practice patient records may be a priority.

The importance of greater access to electronic patient records for research was presented in March
2011 in The Plan for Growth (Dept for Business Innovation and Skills (BIS) 2011). It stated that the
Government will build a consensus on using e-health record data to create a unique position for the
UK in health research. The document went on to argue:

The NHS could offer unique opportunities for this country’s international competitiveness in
health research. Government can create the capacity to draw on the power of large linked
data sets on a scale unprecedented here or elsewhere in the world. This would create unique
opportunities for research in the UK, including more powerful uses of anonymised data sets
and aggregated prescription data linked down to GP practice level. That can happen only if
there is robust protection for individual patients' confidentiality and privacy. Enabling access
through a managed health research data service would support clinical innovation and
strengthen evidence of effectiveness, improving health outcomes. The Government will work
with the National Information Governance Board and partners in the public and private sectors
to publish plans by the autumn for a secure data service that is viable and affordable, and is
focused on linking the data sets which do most to strengthen the international competitiveness
of our life sciences research.
(BIS 2011: 93-94)

In the UK the two key pieces of legislation that impact upon the use of personal health information in
research are the Human Rights Act (1998) and the Data Protection Act (1998). Baird et al (2009)
argued that whilst such pieces of legislation are necessary for the protection of personal privacy and
the close regulation of the use of sensitive personal information, the introduction of these Acts and the
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associated requirement for the use of explicit consent may have created significant barriers to
medical research.

Other protections for patients and the public in relation to the use of their health records are the
common law duty of confidentiality and the Care Record Guarantee. Under the common law duty of
confidentiality a healthcare provider wishing to disclose a patient's personal information to anyone
outside the team providing care should first seek the consent of that patient. The Care Record
Guarantee does allow for a number of exceptions for sharing health information one of which is that
special permission may be given for sharing health records for research purposes (NHS 2011).

In summary it is necessary to gain informed consent before using health records for research unless
special permission has been obtained. Section 251 of the NHS Act 2006 allows identifiable patient
information to be used without consent in very specific circumstances. Under such arrangements
patients may, for example, be required to ‘opt out’ of research as opposed to the normal arrangement
of ‘opting in’. In this respect it is useful to examine Greenhalgh et al’s (2008) work on patients’
attitudes to the summary care record and HealthSpace in which the consent model for the summary
care record at the time was one of implied consent or ‘opt out’ (that is, unless a person explicitly
withdrew consent, a summary care record was created). They concluded that despite an extensive
information programme in early adopter sites, the public remained unclear about the current policy on
shared electronic records. They further argued that people had limited understanding of what data
are currently shared or what technical and access control measures are in place to protect their data.
This work is important as it gives us some insights into the extent to which people engage in initiatives
in relation to their health records.

Leading on from this, Buckley et al (2011) suggested that understanding the views of the public is
essential if generally acceptable policies are to be devised that balance research access to general
practice patients records with protection of patient privacy. They did however note that the topic is
one that is recognised in the literature as being hard to grasp and about which much of the public
does not feel knowledgeable (Buckley 2011), a view which is supported by Greenhalgh et al’s (2008)
findings presented above.

Buckley et al (2011) conducted focus groups in which they found

participants were positive about using names and addresses from GP records to make contact with
patients in order to invite them to participate in research and in general were positive about the idea
of anonymised data from GP records being used for research purposes, with a strong feeling that the
outcomes of such research can be for the ‘greater good’. Concerns were however expressed about
data security. Finally when the use of identifiable data was discussed, all groups were positive in
general about research being carried out, but felt strongly that the individuals whose information was
being used should be asked for permission or at the very least told that this was happening (Buckley
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et al 2011).
questionnaire.

These results from focus groups were then used to inform the development of a
From the questionnaire 67.5% were unwilling to allow GPs to decide when

researchers could access identifiable personal health information. However, 89.5% said that they
would agree to ongoing consent arrangements, allowing the sharing by GPs of anonymous personal
health information with researchers without the need for consent on a study-by-study basis. They
concluded that their study suggested that prior consent arrangements allowing the supply by GPs of
anonymous personal health information to researchers may be widely supported, and that populations
willing to opt in to such arrangements may be sufficiently representative to facilitate valid and robust
consent-dependent observational research (Buckley et al 2011).

To summarise, the value of using patient records for research has been noted by both Government
and academia, yet this needs to be negotiated in relation to the various protections for patients in
relation to the use of their data without explicit informed consent. The involvement of patients will be
necessary if acceptable policies are to be devised that balance research access to general practice
patients’ records with protection of patient privacy.

2.2 The HRSS pilot in primary care
The Research Capability Programme (RCP) is a formal programme of work within the National
Institute for Health Research.
Research

It was established as part of the Government’s strategy, ‘Best
for

Best

Health’

(http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4127127),

published in 2006. Its primary objective is to enable research to achieve its full potential as a ‘core’
activity for the NHS and in turn lead to improvements in the quality and safety of care. The Health
Research Support Service (HRSS) is being developed as part of the RCP. The aim of the HRSS is to
support researchers and enable high quality research. The HRSS is a service for researchers who
need to use patient level data for research, including clinical trials. It will facilitate health research by
providing high quality patient data quickly and efficiently. The HRSS aims to support research by
providing:


More timely access to better integrated information for research purposes



More streamlined protocols for access to information



Support for ground-breaking work on the health of the population



Facilitation of recruitment of patients for clinical trials, for which the Primary Care system
and GPs are a vital component
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Almost all records in primary care are held electronically, yet only twenty percent of these records are
used for research purposes. A consensus for best practice in relation to the use of patient records
from general practice for research was published by the Wellcome Trust in 2009 (Wellcome Trust
2009). This consensus is upheld in the aim of the HRSS of improving access to patient level data
sets for health research while ensuring that data integrity, patient confidentiality and privacy rules are
upheld. This is done in a number of ways. Firstly the HRSS acts as an ‘honest broker’. The honest
broker function processes information from primary care records independently of both the data
source and the researcher that requires the data. Secondly the HRSS operates according to strict
information governance guidelines and is subject to independent audit. Finally, it is expected that the
HRSS will reduce the need for researchers to use identifiable datasets by providing an advisory
service and actively promoting the use of anonymised and pseudonymised datasets where
appropriate.

The HRSS pilot has been set up to test the likely viability and potential benefits of the proposed
service. In particular the pilot will provide insights into the challenges of acquiring, processing, linking
and de-identifying data to allow researchers to have access to high quality data. As part of the pilot a
limited number of research studies will be able to use the service for their research. The pilot will help
identify any problems in these processes before the service is offered more widely. There will be a
focus on improving the quality of data provided. The pilot study will also test how best to link data
from a number of different sources to enable high quality research outcomes. GP practices involved
with the pilot will work with members of the HRSS to examine the practical and ethical issues involved
in providing access to electronic medical records for the purposes of research. Key issues that will
need to be resolved include issues of patient consent; crucially the use of an opt out, as well as
practical concerns such as the quality of the electronic data and costs involved in the transfer
process.

This report presents the findings of an independent qualitative evaluation of the HRSS pilot in primary
care.
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3.

Implementation of the HRSS pilot in primary care

The HRSS pilot in primary care was conducted with two practices, one in Liverpool and one in
Peterborough. The practices were recruited via the RCP pilot HRSS GP event held in January 2010.
Representatives from these practices had shown interest in the programme and were thus selfselected. Both practices were strong research practices and are therefore atypical.

Our understanding of the process of the HRSS pilot in primary care is illustrated in Figure 1.

Figure 1
Practice generated list of patient contacts from their
list (with exclusions tailored to each practice)

Letters sent to patients with Patient Information Pack
(PIP) (by HRSS)

Patients may choose to opt out of any data leaving
the practice (this was not mentioned in the PIP) or to
being contacted about taking part in research studies

Opt out forms returned to HRSS (via pre paid
envelope or directly to practices) or patients
contacted practices to opt out of any data leaving the
practice

List of opt outs sent to practices

Opt out request flagged by practices on GP records
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4.

Independent evaluation of the HRSS pilot in primary

care
We conducted an independent evaluation of the HRSS pilot in primary care. Specifically we sought to
explore the views and beliefs of all the stakeholders in the pilot project in relation to both the ethical
and practical aspects of the project. We also conducted non-participant observation in meetings to
set up the HRSS pilot in primary care and at the five meetings of the Patient and Public Involvement
Co-ordination Group (PPI CG). Finally we also considered the views of potential stakeholders outside
of the HRSS pilot in primary care. An outline of all the fieldwork conducted, with associated timelines,
is given in appendix 1.

4.1 Aims
To explore and describe the beliefs, views and behaviours of key stakeholders in the HRSS pilot in
primary care and to identify key facilitators and potential barriers to the successful implementation of
the HRSS at a national level.

4.2 Objectives


To observe and explore the interactions between participants at meetings to set up the HRSS
pilot in primary care



To observe and explore the implementation of the study processes in selected primary care
settings



To explore and describe beliefs about, and views of, the HRSS pilot in primary care of
selected individuals from a range of stakeholder groups to include commissioners, patients
and staff (such as GPs, nurses, practice managers and receptionists) in GP practices and
people with an interest in the use of patient records for research
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5.

Methodology

5.1 Ethical Approval and governance
Ethical approval for the evaluation was sought through the Integrated Research Application System
(IRAS) from the North West London Research Ethics Committee (REC) 1 (reference number
10/H0722/26), with only one non-substantial amendment to the protocol (the addition of the two
freelance researchers on the project).

We also applied for Research and Development (R & D) approval through IRAS, and completed three
Site Specific Assessment forms for Camden PCT, Liverpool PCT and Northamptonshire PCT. CRB
checks were required and Camden PCT (NoCLOR) was our lead R&D site, completing the
Occupational Health Checks for Fiona Stevenson, Louise Harrington and Nigel Lloyd, and signing off
the research passports needed for access to the NHS resources. Letters of Access were then sent to
us for each of these sites.

5.2 The steering group
As part of our governance process we put in place a broad based steering group with an independent
chair. The group comprised an academic GP (Chair), a senior academic with an expertise in policy
work and a PPI representative. This group met twice and advised on the management of the project
and involvement of various stakeholders.

5.3 Sampling of evaluation participants
A diagrammatic overview of the methodology used in practices is presented in Figure 2.
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Figure 2 - Diagrammatic overview of methodology used in practices

Practices visited by research team to introduce the evaluation

Letter to participants drafted and sent to practices for approval

Random sampling by practices of 200 patients who ‘opted out’ and 200
patients who did not ‘opt out’

Letter to participants and return form sent to random sample of 400
patients per practice

Return form received by research team from patients willing to take part
in the evaluation

PPG members contacted via
practice and invited to take
part in an interview or group
discussion

Research team makes
contact with patients
willing to participate, to
invite them to an
interview of group
discussion

Practice staff invited to
participate in interviews for
the evaluation

Interviews and group discussions conducted with staff and patients
(including PPG members)

Patients willing but unable to participate contacted and thanked for
their interest in taking part in the project

Data thematically analysed

Evaluation report written
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5.3.1 Patient participants
Patient participants for the evaluation were recruited with the assistance of each practice. Each
practice was asked to select a random sample of 400 patients - 200 patients who had opted out of
their data being used to contact them to take part in research studies associated with the HRSS pilot
in primary care, and 200 patients who had not opted out.

In order to invite patients to take part in the evaluation, each of the practices was provided with a
letter to send out detailing the nature of the evaluation and what participation would involve. There
was also a return form that patients were asked to complete with their contact details and send back
to UCL (using a pre-paid envelope) if they were willing to take part in the evaluation (Appendix 2).
Although we sampled equal numbers of people who had chosen to opt out and those who had not,
we made the decision to sent identical letters to all potential participants as we wanted to hear directly
from participants what decision they thought they had made in relation to participation in the HRSS
pilot in primary care. The letter invited patients to take part in their choice of an interview or group
discussion at a local venue. It also stated that following participation they would receive a £20
voucher as a token of appreciation. Due to the short time-scales available to complete the evaluation,
the return form stated that if they wished to participate, patients should return the form within 7 days
of receiving it.

Each practice was asked to send the letter and return form to the 400 randomly-selected patients
using practice headed notepaper.

5.3.1.1

Return rate

In total, of the 800 patients approached by the two practices 79 (10%) returned a form stating that
they would be willing to participate in the evaluation. Response rates differed greatly between the two
practices, with 57 participants from the Peterborough practice returning a response form (a response
rate of 14%), and 22 participants from the Liverpool practice (a response rate of 6%).

It should be noted that although efforts were made to speak with as many patients as possible, 28
forms were received too late for involvement in the evaluation, we were unable to contact 6 patients
and 2 did not attend an arranged group discussion.
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5.2.1.2

Invitation to participate

All of those patients who returned a form within the timescales available for the evaluation were
contacted by the research team using their preferred methods of contact, and invited to participate in
an interview or group discussion.

In addition to the random sample of patients from each practice, the research team were also
interested in speaking with members of the ‘Patient Participation Group’ (PPG) at each practice. The
research team worked with practice managers to make contact with representatives from each PPG,
and to arrange to conduct interviews or group discussions with as many members as possible.

5.3.2 Staff participants
The research team was keen to conduct interviews with as many relevant practice staff members as
possible, and drew on the assistance of key staff within each practice (such as GPs and practice
managers) in order to raise awareness of the evaluation, identify the most relevant staff to interview,
and encourage staff members to participate. Interviews were conducted with all staff members that
were available and willing to take part.

5.3.3 Key stakeholders outside of the practices

We were keen to place the evaluation in context, an aim strongly supported by the steering group. To
this end we decided to conduct interviews with people with an interest in the use of patient records for
research and also to conduct non-participant observation at key meetings relating to the development
of the HRSS pilot in primary care.

A member of the project team attended a Nuffield seminar

workshop on Information Governance in Health Care. The workshop consisted of a series of
presentations and discussion on data linkage and anonymisation versus the use of identifiers in the
context of the impact on research. It also considered legal and moral restrictions in relation to data
linkage and such decisions in relation to anonymisation and identifiable data.

All attendees were

sent a brief outline of the HRSS pilot in primary care with a request to contact the team if they were
prepared to take part in an interview. We recruited 3 people in this way. In addition we made 5 direct
requests for interview, these were people either suggested by people interviewed, or identified as key
figures in the academic literature. These 5 contacts finally resulted in an additional 8 interviews as we
were introduced to a further 3 participants.
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5.4 Evaluation participants
5.4.1 Patients
In total, 50 patients participated in interviews or group discussions across the two practices: 31
patients from the Peterborough practice and 19 patients from the Liverpool practice.

Six individual interviews and 4 group discussions were conducted with 31 patients from the
Peterborough practice. Three members of the Peterborough practice’s PPG participated in a group
discussion for this evaluation. Eleven individual interviews and 2 group discussions were conducted
with 19 patients from the Liverpool practice.

Three members of the Liverpool practice’s PPG

participated in a group discussion for this evaluation.

Patient participants were not routinely asked to provide demographic information such as age, gender
or ethnicity. However, gender of patient participants was noted and most patients also indicated their
age. Available demographic information is presented in Table 1.

As Table 1 indicates, only a small number of patient evaluation participants (5) reported that they had
opted out of their data being used to contact them to take part in research studies associated with the
HRSS pilot in primary care, one of whom also reported having contacting the practice to request that
their data not be included at all in the HRSS pilot in primary care. The vast majority of participants
(40) reported they had not opted out, and the remaining 5 were unsure whether they had opted out or
not. This strongly suggests, perhaps unsurprisingly, that a far greater proportion of the 400 randomlyselected patients who had not opted out of the HRSS pilot in primary care returned a form to indicate
that they would be willing to take part in the evaluation, than of the 400 randomly-selected patients
who had opted out of the HRSS pilot in primary care. Table 1 also shows a slightly greater number of
patient participants were female (29) than male (21).

In addition, as may be seen in Table 1, older patients may be over-represented in our sample.
Although the age of every patient participant is not known, the available age information suggests that
very few patients under 30 took part in interviews and group discussions for this evaluation, and that
at least 38% of the sample were aged over 60 (19 participants), and at least 32% (16 participants)
were aged between 40 and 59 years of age. Whether or not this age distribution is broadly
representative of the age distribution of those asked to take part in the HRSS pilot in primary care is
unknown.
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In addition, it should be noted that a number of patient participants stated that they had either a
professional interest in the field of health (for example, being a current or former NHS health
professional), or had a professional background in research (for instance, being a university
researcher or academic), or both. In total, 9 of the 50 patient participants stated that they had either a
current or former professional interest in healthcare or research.

Table 1: Available demographic information for patient participants
Age group
Total
number
participants
No. participants
(Peterborough)
No. participants
(Liverpool)
Gender
Total
number
participants
No. participants
(Peterborough)
No. participants
(Liverpool)
Reported opting out

Total
number
participants
No. participants
(Peterborough)
No. participants
(Liverpool)

18-39

40-59

Over 60

Not known

of 1

16

19

14

0

10

14

7

1

6

5

7

Male

Female

of 21

29

14

17

7

12

Reported NOT
opting out

Reported
opting out

Reported they
were not sure
of
their
decision

of 40

5

5

26

1

4

14

4

1

5.4.2 Staff
In total, 6 interviews were conducted with 7 different practice staff members (Table 2).

A joint

interview was conducted with a practice manager and a data manager. Interviewees included GPs
and practice managers from each pilot practice, and included in each area, the members of practice
staff who had been most directly involved in working with the HRSS to facilitate the practical
implementation of the HRSS pilot in primary care. Despite agreement to participate in interviews from
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other staff members we were unable to conduct more interviews due to unforeseen circumstances in
the practices and the limited time available for the fieldwork.

Table 2: Staff participants
Practice

GP

Practice manager

Data manager

Liverpool
Peterborough

3
1

1
1

1
0

5.4.3 Key stakeholders outside of the practices
In total we conducted 8 formal interviews which were taped and transcribed and a further 3 informal
discussions about which, with permission, notes were made contemporaneously. The participants
consisted of people with an interest in the use of patient records for research, as well as those with a
link to the HRSS pilot in primary care. Participants with an interest in the use of patient records in
research could be characterised as those who worked on projects which involved the use of patient
records, those that directed such projects and people who had set up and overseen large databases
of patient records to be used for research. The details of participants are presented in Table 3.

Table 3
Main responsibility

Number of people*

Worked in research using patients records for research
Set up databases of patients records for research
Connection with the RCP / HRSS pilot in primary care

7
3
4

* Adds up to more than 11 as there is some overlap between categories.
We also attended workshops in which the HRSS pilot in primary care was presented to GPs and
further meetings regarding the best way to approach research in general practice.

Finally we

attended all 5 of the PPI CG meetings.

5.5 Data collection methods
Patients who returned a form to indicate that they were happy to take part in the evaluation were
contacted by the research team and invited to participate in an interview or group discussion.

All interviews and group discussions with patients took place within local, community venues.
Interviews with practice staff and key stakeholders outside of the 2 participating practices took place
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at their place of work. All interviews and group discussions were conducted face-to-face, and took
place between the end of January and March 2011.

Prior to beginning data collection, participants were asked to read a Participant Information Sheet
(Appendix 3), which outlined details such as the nature and purpose of the evaluation, how
participants’ interview data would be stored and for how long, and that participants views would be
presented anonymously in research reports.

All interviews and group discussions were voice

recorded, and written consent for this, and for participation in the evaluation, was gained from each
participant.

Prior to beginning the group discussion or interview, participants were asked if they would like a recap of the nature and purpose of the HRSS pilot in primary care. All patient participants and 7 of the
stakeholders outside of the practices stated that they would. A brief re-cap was therefore given that
encompassed the fact that the HRSS was an intermediary body and that patient records would be
extracted from the GP system without identifiers being removed. It was stated that data would be
held in a ‘central repository’ (safe haven) and that identifiers would be removed before being passed
to any of the 5 projects involved in HRSS pilot in primary care. This was contrasted with what
currently happens that researchers have to get data for research from each individual practice.

Non-participant observation was conducted at the workshops in which the HRSS pilot in primary care
was presented to GPs, at further meetings regarding the best way to approach research in general
practice and during all 5 of the PPI CG meetings. Contemporaneously notes were made. A brief
presentation of the evaluation project was made at the workshops and at one of the PPI CG
meetings. Only data for which express consent was obtained for use in the report appears here.

5.5.1 Interviews
All interviews were conducted with the aid of an interview topic guide developed to ensure that the
key aims of the evaluation were addressed. Different topic guides were formulated for use with
patients, staff, and key stakeholders outside of the 2 research practices (Appendices 4, 5, 6). A
slightly modified version of the topic guide used with key stakeholders outside of the 2 research
practices was used in the interviews with stakeholders directly involved in running the HRSS pilot in
primary care (Appendix 7). Interviews with patients and practice staff typically lasted for between 20
and 30 minutes. Interviews with key stakeholders outside the practices varied in length from 45
minutes to 2 hours.

This was an iterative process in which relevant topics raised in previous

interviews were incorporated into the topic guide for subsequent interviews.
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5.5.1.2

Group discussions with patients

Group discussions were facilitated by two researchers, and typically involved between 5 and 8 patient
participants. An interactive task was used to help facilitate the group discussion, which involved
participants working in two groups and writing on a piece of flipchart paper:

1. What they knew/understood about the HRSS pilot in primary care (prior to being given a recap by the researchers)

2. Their views and opinions of the HRSS pilot in primary care (both prior to being given a re-cap
by the researchers, and following this re-cap)

Participants were given 5 or 10 minutes to complete the group task, and then the flipchart paper was
displayed and each group’s notes used as a basis around which to begin the discussion.

The

discussion was then guided by the interview topic guide (Appendix 4). Group discussions typically
lasted for between 50 and 70 minutes. This was an iterative process in which relevant topics raised
in previous groups were incorporated into the topic guide for subsequent groups.

5.6 Data analysis
All interview and group discussion data were recorded digitally, with consent and then fully
transcribed. A thematic analysis was conducted on all qualitative data collected for this evaluation.
The key aims of the evaluation and the interview topic guides provided a useful framework around
which to analyse the data. The analysis drew out the key themes that emerged in relation to patient
and staff beliefs about, and views of, the HRSS pilot in primary care.
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6.

Results

6.1 Practice involvement in the HRSS pilot in primary care
Both practices stated they had initially been introduced to the idea of becoming involved in HRSS pilot
in primary care through their practice’s ‘academic GP’, who had found out about the HRSS pilot in
primary care through membership of the NIHR Primary Care Research Network (PCRN).

In each

practice the academic GP had been instrumental in introducing the practice to the pilot and in driving
the practice’s involvement in it.

In both practices the majority of the day-to-day running of the pilot had been undertaken by one key
staff member. Within one practice, this key practical role has been undertaken by the same GP who
had led on the project, whereas in the other practice, this hands-on role had been undertaken by the
data manager within the practice.

It was clear from interviews with practice staff that staff knowledge and practical involvement in the
HRSS pilot in primary care was located within a small number of staff members in each practice.
Staff interviewed at both practices stated that there was unlikely to be a practice-wide understanding
of, or involvement with, the HRSS pilot in primary care, and this was typical of the way in which
research projects were routinely managed within these practices. As one staff member commented:

Really research is totally detached from the rest of the practice and has been up to
now.
(Practice staff)

Some staff members felt that ideally most staff would have an understanding of the research projects
taking place within their practice at any one time, but in reality, research tended to sit specifically
within the roles of particular staff members, and realistically, there was insufficient time for all staff to
become familiar with these research projects. As a staff member explained:

…in the ideal world you’d involve everybody so they all know what everybody is doing
across the board, but it’s just protected time for gleaning that information, you know,
and I think those practices is the same, just isn't the hours in the day. And there isn't
any protected time anymore.
(Practice staff)
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6.2 Patient participation in the HRSS pilot in primary care
On a pilot-wide level, practices were encouraged by the HRSS to engage members of their PPG.
There were also 5 meetings of the PPI CG. One of the practices had been successful in recruiting
patients to sit on this group, whilst the other practice had struggled to engage members of their PPG
in this national forum. Staff at this practice felt that the reason for this lack of engagement was the
fact that they had a small PPG, which was very active, but that was not interested in attending
national meetings in London. As one staff member explained:

It feels like we’ve almost failed on some part to engage our patient population in this,
as well, so they’ve [the HRSS] wanted some patient engagement and there’s meetings
in London... and actually, our patient group are fantastic, but ….they’re not interested
in anything this big really.
(Practice staff)

Discussions with members of the practice PPGs revealed that, particularly in one of the practices, the
practice PPG was often consulted about the research projects being undertaken by the practice, and
asked to give feedback on the planned implementation of projects or on the project patient
information. PPG members at both practices stated that their PPG had been informed as a group that
the HRSS pilot in primary care was taking place. This had been done by a member of practice staff
who attended the PPG meeting and provided a basic explanation of the project, and its potential
benefits. However, it was clear from group discussions with PPG members that they would have
valued more consultation and a more active involvement in the local implementation of the pilot, and
in the development of the Patient Information Pack (PIP) (appendix 8). Some patient representatives
felt that in the case of the HRSS pilot in primary care, they had not had the same degree of
involvement as they often had with other research projects conducted within their practices.

An interesting finding from these discussions with PPG members was that they felt strongly that the
PIP provided was difficult to comprehend for most patients, and provided insufficient information
about the project. The members of the PPG we spoke to felt that if they had had input into the
development of the patient literature, this would have resulted in the information being more patientfriendly and comprehensive in its explanation of the HRSS pilot in primary care.
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6.3 Impact and concerns about potential impact of the HRSS
pilot in primary care for practice
Staff highlighted a number of concerns regarding the actual and potential implications of the HRSS
pilot in primary care for their work. Thus, staff at one practice discussed an increased workload as a
result of work carried out on the practice database preparing information for the pilot mail-out and in
coding patient records for those patients who had opted out of taking part in the pilot. No issues were
expressed by staff at the other practice in relation to any increased workload resulting from
involvement in the HRSS pilot in primary care.

Concerns were expressed about the future potential disruption to IT systems associated with data
extraction. Practice staff at one practice stated that there was a lack of clarity in relation to aspects of
the extraction process, and specifically, in relation to who would take on the responsibility of
developing and applying the database queries for the pilot. This resulted in concerns regarding the
potential level of practice involvement and resources required. As one staff member explained:

I suspect it’s going to be us [the practice] doing the queries, but I thought they [HRSS
team] could be doing the queries rather than us, so I’m confused now, how this is
actually going to work.
(Practice staff)

Reassurance had reportedly been sought from members of the HRSS team that the data extraction
process for the pilot would be conducted only once, when the server was not under ‘heavy demand’,
and that this process would not disrupt or interfere with the running of the electronic patient record
system. A staff member explained as follows why s/he was concerned about the implications of the
extraction process for the practice IT systems:

..if it’s done once and you have a nightmare, that’s, you can live with that but if it’s
being done continuously, it would be a real problem.
(Practice staff)

In addition, staff members across both practices were concerned about issues relating to
confidentiality and patient consent. These staff members explained that the process of consenting
patients into this research project was completely different to any previous research projects that the
practices had been involved in, which always involved gaining explicit consent from patients to use
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their data for research purposes. In addition, staff expressed concerns regarding the sharing of
identifiable patient data with the HRSS. A staff member stated:

…this is, you know, full identifiable patient data sitting in a warehouse.

Although

access to that we’ve been assured will be restricted when the researchers come to
look at it, but the fact is that we’ve handed over un-anonymised patient data to sources
who aren’t directly involved in the patient care, which in terms of information
governance is a bit of a big no-no really.
(Practice staff)

Staff were unclear about the potential implications were the pilot to be rolled out nationally. Thus,
some staff felt that there could be an increased workload for practices, in terms of conducting
database queries and searches, or in running reports or pulling off data for the project. In contrast,
other staff envisaged the extraction of data taking place through the use of a software package,
without the need for the practice to be involved to any great extent, other than in ensuring the security
of the data extraction and data management processes. A staff member explained:

It will be a matter of a software process that we’ll need to authorise and we’ll extract
the data without really our involvement, because obviously it’s not viable to be involved
in it, because you know, it’s getting to be something that has to be automated,
otherwise there’s no point. So I think moving forward the idea is not to really know too
much about what is happening except that it’s happening securely. So it’s not
something you expect to be actively involved in any particular way other than ensuring,
you know, safety, integrity, data management, so there may need to be checks for
that.
(Practice staff)

Some staff also discussed the potential for an increase in GP consultation time taken up with
discussing aspects of the HRSS pilot in primary care, explaining elements of if to patients, and
generally answering patients’ queries regarding it.

Some staff felt that this increased burden of

enquiries regarding the project was likely to be greater within practices that did not generally get
involved in research, where patients were not accustomed to being invited to take part in research
projects. In addition, some staff felt that GP practices in areas of greater ‘deprivation’, or those with
high levels of language and literacy issues, were more likely to receive greater numbers of enquiries
from patients relating to the project and what it means for them. As a staff member commented:
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In the practices where you've got deprivation, literacy problems, you know; patients will
be saying, ‘what about this letter? I'm making an appointment to find out what this is
about’… So it depends on the practice as well really, and what sort of area you’re
practising in…..
(Practice staff)

Another said:

You send a letter out to patients where there's literacy problems within the population;
they're straight on the phone – ‘I've had this letter, what’s it all about?’, you know,
because they can’t even really digest what’s in it.
(Practice staff)

However, the vast majority of staff interviewed for this evaluation stated that they had not received
any queries from patients regarding any aspect of the pilot. One member of staff at one of the
practices stated that s/he had had a small number of queries from patients requiring clarification of
the system of opting out as they were only familiar with a system of opting in.

Some staff felt that unless the administrative work for the HRSS was conducted centrally, by the
HRSS or the Primary Care Trust (PCT), there would be financial implications in terms of the
remuneration to practices for the time spent coordinating patient involvement and managing the
patient opt-out process, as this was unlikely to be viewed by practices as a core part of NHS work. In
addition, some staff were concerned about the potential for a deterioration in practice-patient
relationships if patients felt that they had not been properly informed about, or consented into, the
HRSS.

6.4 Knowledge and understanding of the HRSS pilot in primary
care
6.4.1 Staff
All 7 of the staff members who participated in interviews for this evaluation were aware that their GP
practice was involved in the HRSS pilot in primary care.

However, the level of knowledge and

understanding about the HRSS pilot in primary care, and what involvement in the pilot meant for the
practice, for patients, and for patient data, varied between staff members. The staff members with the
greatest levels of knowledge and understanding were those who had had direct involvement with the
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HRSS pilot in primary care, for instance by being directly involved in the data management process,
or by working directly with the HRSS team to facilitate their practice’s involvement in the pilot. These
staff members had a clear understanding of the rationale for the HRSS, and of its aims and
objectives, and also had an understanding of the practical implementation of the HRSS pilot in
primary care, such as the fact that the data would be extracted from the practice in an nonanonymised form, stored within the HRSS, and drawn on by research teams.

The level of knowledge and understanding of the HRSS pilot in primary care was lower amongst staff
members who had not been directly involved in the project, and it was clear from interviews with staff
that detailed information about the HRSS and the practice’s ongoing involvement in the pilot, was not
typically disseminated amongst the whole staff team within practices. Staff who had not been directly
involved in the HRSS pilot in primary care were generally aware that the practice was involved in the
pilot, and that the pilot involved patient data being stored externally to the practice and used for
research purposes. However, there was a lack of knowledge and understanding amongst this wider
staff group, that included some GPs, about the practical aspects of the practice’s involvement in the
HRSS pilot in primary care, such as precisely what patient data would be extracted and how this
would be done, whether or not data would leave the practice in anonymised form, and how the data
would be used. Indeed, in some cases, staff were unaware of key practical aspects of the HRSS pilot
in primary care, such as that data would leave the practice in a patient identifiable form.

In addition, some of those who had been directly involved in the HRSS pilot in primary care, although
generally well-informed about it, also remained unclear about some of the precise practical detail of
the pilot. In particular, these staff members were unclear about issues such as the number and
frequency of data extractions that the HRSS would make, and how and where the extracted data
would be stored. This lack of clarity may be due in part to the fact that some of the data collection for
this evaluation took place prior to the HRSS team re-visiting practices to clarify some of the practical
issues related to data extraction and storage.

Nevertheless, it was clear that the way in which

patients’ data would be extracted and stored was a key factor in whether or not practices felt that they
were happy to be involved in the HRSS pilot in primary care. As one staff member stated:

We’ve got some real questions… I suddenly thought, ‘hang on, how does this work,
are they going to do this’… are they going to come in and interrogate it, and say right,
we’ve got a query here, we’re going to interrogate that and take out the answers of the
query and put it over here, or are they going to every night go right, take all the data
out of your system, leave it in our system overnight, update it the next day, and every
day are they going to be coming into our system, taking all the records out and putting
them in their system, so they can do what they like with it when they’ve got it there…So
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we have to ask that question, when they’re coming up to meet us. I think if they said,
‘no no, we’re going to empty your data every night and update it every day’, we’d be
much less happy…they [the HRSS] are getting to the stage where, who’s going to do
it, where’s it going to be stored, how’s it going to be stored. That might be the end of
our involvement… if colleagues aren’t comfortable with the model that’s been
suggested, then it will go.
(Practice staff)

6.4.2 Patients
Interviews and group discussions with patients highlighted a widespread lack of knowledge and
understanding of what the HRSS pilot in primary care is, what it involves, and of its aims and
objectives. As stated earlier, the research team provided participants with a brief overview of the
HRSS pilot in primary care prior to each interview or group discussion with patient participants. The
vast majority of patients had little clear understanding of the HRSS pilot in primary care prior to this
overview. For example, the vast majority of patients were unaware that the pilot would involve their
non-anonymised data leaving the practice to be stored externally and that this data, in an anonymised
form, would then be subject to analysis by selected research teams. It was clear from interviews and
group discussions, that patients had failed to understand the nature of the HRSS pilot in primary care,
with patients tending to have either no understanding at all of what the HRSS was, or else a very
limited understanding – for example, simply that the pilot involved ‘something’ about using patient
data for research purposes. The following quote neatly sums up the level of understanding of the
HRSS displayed by most participants:

I didn’t understand anything about the Health Research Support Society, or whatever
it’s called, but I had a letter, initially from the GP saying that this research was being…
taking place in the future.
(Patient)

Fewer than ten per cent of the patients who participated in this evaluation had a clear understanding
of the HRSS pilot in primary care. Those patients who had the clearest understanding of the pilot
were either GP practice PPG members, or had worked in health research themselves, although it is
important to point out that a number of PPG members also had limited understanding of the HRSS
pilot in primary care, as did the vast majority of participants who had a professional health or research
background.
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In addition to lacking a clear understanding of the HRSS pilot in primary care, a number of
participants’ had misunderstood the nature of the pilot. The most common misunderstanding was
that the HRSS pilot in primary care was similar or identical to the Summary Care Record, and that the
HRSS pilot in primary care would involve other health professionals gaining access to patient data,
rather than research teams. Other patients had understood the HRSS pilot in primary care to be part
of an existing, on-going research project that their practice was involved in, some were not aware that
their data would leave the practice, and a number of others stated that they had understood that their
data would leave the practice, but had understood that it would leave in anonymised form. As one
patient stated:

I think I probably thought that it was more that it was just kept at the doctors and when
people wanted it, they came, sort of, to the doctors rather than being in a central place
where everyone’s information was
(Patient)

Another stated:

Yes, I think my understanding is very much that any data would be anonymised so that
I couldn’t be identified.
(Patient)

It was clear then, that few patients had a clear understanding of what the HRSS pilot in primary care
was. This may have been due, in part, to the information received by patients regarding the HRSS
pilot in primary care. As discussed in more detail later, fewer than one-quarter of the patients who
participated in this evaluation were sure that they had received the ‘Information on the HRSS:
Improving health through research’ booklet that provided further details of the HRSS pilot in primary
care, with more than half stating that they definitely had not received it, and approximately onequarter that they were unsure whether or not they had received the booklet. However, the impact of
any failure to receive the information booklet may be minimal, since lack of understanding of the
HRSS pilot in primary care was apparent amongst those who stated that they had received the
booklet as well as amongst those who were unsure or who stated that they had not.

6.5 Patients’ knowledge and understanding of their role in the
HRSS pilot in primary care
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Interviews and discussions with patients also highlighted a lack of understanding of what involvement
in the HRSS pilot in primary care would or might mean for them. For instance, very few patients
understood what would be done with their health data once it was extracted by the HRSS – at most,
that it would be used for ‘research’.

The vast majority of patients had no clear understanding of what would be done with their data once it
left the practice, who would have access to it, or their potential level of future involvement in the
HRSS. In particular, very few patients were clear that once their data was stored within the HRSS it
might be analysed by a research team, that they might be invited to take part in a research project, or
both. Typically, those who had some understanding of what might be done with their data once it was
extracted to the HRSS and what their future involvement in the HRSS might be, felt that it would
either involve a ‘number-crunching’ exercise on patients data with no future involvement from them, or
else that the HRSS pilot in primary care was ‘another’ research project similar to ones they might
have participated in in the past, and that they might be called on to take part in a research project at a
later stage. Within this group there was a lot of discussion about the fact that the data would be held
by an intermediary body (a ‘safe haven’) which was part of the NHS, and that the research teams
would not have access to non-anonymised data. Although the term ‘safe haven’ was not used the
concept seemed well understood.

It was clear also, that there was a lack of understanding regarding the ‘opt-out’ of the HRSS pilot in
primary care, and what this opt out meant. The ‘opt-out’ process is described further in section 6.9 of
this report. However, it was clear from this evaluation that few participants who had opted out of the
pilot had understood that they were simply opting out of being contacted to take part in a research
project, and instead felt that by ‘opting-out’ they were opting out of participation in the HRSS pilot in
primary care as a whole, and thus were unaware that their data would still be included in the data
extracted for the HRSS pilot in primary care.

6.6 Participants’ perspectives on the HRSS pilot in primary care
6.6.1 Staff
All of the staff who participated in interviews and group discussions were supportive in principle of the
HRSS pilot in primary care. Staff who had a good knowledge of the aims and objectives of the HRSS
pilot in primary care, and in particular those who had been directly involved in the implementation of
the pilot within their practices, tended to be especially positive about the potential benefits of the
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HRSS, with those staff members who were less well-informed about the HRSS still feeling that it was
a good idea in principle and to be encouraged and supported. As one staff member stated:

We’re seeing it as a very important project. So we’ve always, kind of, wanted to use
data efficiently and been frustrated that the NHS doesn’t generally use data efficiently,
so you know, it’s certainly ticked the box as far as what we believe should happen
about the appropriate use of data.
(Practice staff)

GPs in particular, highlighted a number of potential benefits that a nationally implemented HRSS
would bring about, in particular, the positive impact that a successfully-run HRSS could have on
health research. For example, GP’s saw the potential of the HRSS to greatly increase the pool of
patient data available to health researchers, as well as enabling a more representative sample of
participants to be involved in clinical trials. For GPs, this greater pool of data and more representative
sample of participants would help to facilitate more robust research and help health professionals to
make more effective clinical and healthcare planning decisions, thus benefiting patients. As one GP
stated:

…you’ve got an opportunity with a research project to say that we can do some higher
quality studies that are more representative in terms of the participants, so that when
we do a randomised controlled trial, we know that we’ve actually got a wider
perspective of the population with that condition who’ve been studied, so we’ve got a
more accurate and more reliable answer as to how likely it is that the individual sitting
in front of us would benefit from that treatment. That, I would have thought would be
good, for the individuals to know that when they go to their doctor, that the
recommendations are being made about how that care is going to be managed would
be better, because we’ve developed more efficient and effective mechanisms to recruit
a more representative population sample.
(Practice staff)

Another stated:

The more information we have about how illness works, the better we can obviously
plan how to deal with those things and the implications for patients individually. But
also, a practice population of saying ‘okay, we’ve got this many patients who have this
problem or who are this heavy or who are, you know, their blood pressure is this high
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and that means that we need to have X amount of money set aside because we know
this many of them will have a stroke. This many of them will have a heart attack’.
(Practice staff)

Cost benefits of the HRSS were also highlighted by GPs.

For example, the centralisation and

automation of data analysis processes was highlighted as a factor that would allow health research to
be conducted more efficiently and at lower cost. GPs also highlighted the potential cost savings that
could be made through basing clinical decisions about treatments on better quality research
evidence. As one GP stated:

As a clinician, I know, I’m never quite sure why I stopped doing certain things and
starting using something new and more expensive, because I didn’t really see that
there was much wrong with what I was using before, and I’m not convinced that they’d
ever been put head to head. But a new ulcer drug comes out, we stop using the old
one, and although in theory it’s supposed to be better, has anyone ever actually put a
thousand patients through a direct comparison and said well, it works better for this,
but not necessarily for that. Because it might cost, you know, we’re in an expensive
world, if we could save money in some areas we could spend more in others.
(Practice staff)

Although most staff members were supportive of the HRSS pilot in primary care, most also stated that
they had previously had, or continued to have, some concerns about the pilot. These concerns
typically revolved around the safety, security, and confidentiality of patient data. For instance, some
staff members stated that when they had found out about their practice’s involvement in the HRSS
pilot in primary care, they had been concerned about factors such as how the data would be held,
where it would be held, in what format it would be held, who would be allowed to gain access to the
data, and whether the data would be anonymised or not. These staff members typically stated that a
visit from the HRSS team helped to allay these concerns, and that they were now satisfied that patient
data would be stored and accessed in an appropriate manner.

In addition, interviews with staff members highlighted that within practices, there had been some
disquiet amongst staff members about the practice’s involvement in the HRSS pilot in primary care.
Interview data suggest that different staff members within practices held differing views on sharing
patient data and on consenting patients into research projects, with some having a more ‘liberal’
approach to data-sharing than others, and that there was some concern that the consent and datasharing procedures in place for the HRSS might conflict with practices’ established principles and
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practices in relation to consent and confidentiality. Interview data, as well as discussions with staff
within practices, suggest that some of these concerns persist within practice teams.

6.6.2 Patients
Although patients who participated in interviews and group discussions for this evaluation generally
had a poor understanding of the HRSS pilot in primary care, they nevertheless indicated widespread
support for the pilot, once the researchers had explained its nature and purpose. The vast majority of
patients stated that they felt the HRSS was a good idea and a number highlighted potential benefits
that they felt the HRSS would bring about. Patients with a health service or research background
tended to cite more specific potential benefits of the HRSS, seemingly through having a more detailed
knowledge of the area. The majority of patients, however, were broadly supportive of the HRSS
because of its focus on improving health and health outcomes. As one patient said:

I haven’t got any qualms about it [the HRSS] anyway, its health, how are you going to
get progress if somebody doesn’t look into it, do you know what I mean, so I’m not
worried about that really.
(Patient)

Another stated:

If somebody can make a breakthrough, you know, with something, a piece of research,
I mean, isn’t that what it’s all about?
(Patient)

In a number of cases, the potential benefits of the HRSS cited by patients were similar to those
highlighted by staff members. For instance, some patients highlighted the potential of the HRSS to
provide health researchers with a greater pool of data on which to draw, and larger research sample
sizes. They also felt that the HRSS could encourage greater numbers of GP practices to become
involved in research. One patient stated:

If you did it [implemented the HRSS] and had a wider range, sort of, all over England,
then you’d have a very good, sort of, base to pull stuff out of…. So yes, I think it would
be a good thing and as I say, with so many people coming from different places,
there’s going to be issues that affect certain communities, which perhaps they’ve not
really sort of looked at at the moment, or don’t know much about at the
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moment…You’d be getting a much wider range of, sort of, different races, different
ethnicities, because obviously certain groups have different issues don’t they?
(Patient)

A number of others saw the benefits of the HRSS primarily in terms of the ‘streamlining’ of health
research processes, for instance feeling that the HRSS had the potential to help speed up health
research by centrally storing patient data, and helping to better coordinate research. As one patient
said:

[The HRSS might] cut out, avoid unnecessary duplication of information.

It might

speed things up in terms of research processes.
(Patient)

Another said:

In terms of research, it’s probably going to be helpful because having data sort of
collated from different areas already is obviously going to facilitate things, it might speed
processes up.
(Patient)

A number of patients then, highlighted the potential of the HRSS to help streamline and facilitate the
research process.

This was often discussed in the context of the HRSS benefiting patients, by

helping health professionals to build health-related knowledge, better understand of diseases,
improve diagnosis, and develop more effective treatments.

These patients tended to view the

streamlining role of the HRSS as potentially important in helping research to be conducted more
efficiently, both in terms of time and money, and thereby speeding up the time it takes to develop new
treatments. As one patient said:

I mean, because I know that when you develop a drug it can take years and years and
years to go through all the trial stages. If that could potentially make things quicker,
and you get an anti-cancer drug or something for someone who hasn't got that time for
it to become licensed then it's... it's only going to be beneficial
(Patient)

Another stated
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I think if you're going to do something like treat cancer, treat something, eczema,
allergies, something that affects one in five people you need the huge samples in order
to do it…. the time it takes for a researcher to do that going by surgery to surgery, it's
just not economical and it's not a good way of resources in this climate; when we've
got such short resources you need to make the most of it.
(Patient)

Although there was widespread support for the HRSS amongst patients, two patients voiced concern
about the HRSS and felt that it was not a good idea for a central, intermediary body such as the
HRSS to hold patient data and facilitate research. One of these patients was particularly concerned
about the fact that non-anonymised patient data would be held by a body that was detached from the
patient whose data was being held, and that had no personal relationship to the patient. For this
patient, the storage of such data within a body like the HRSS was fraught with risk, and this patient far
preferred for patient data to remain ‘within’ the practice. This patient commented:

The fact that it’s there in an unanonymised way, with a large number of people who
have nothing to do with that patient, who have no duty of care individually to that
patient, having access to that data is problematic and could cause problems in the
future.
(Patient)

Similarly, the other patient who voiced concerns about the HRSS in principle, stated that it seemed
too impersonal and detached from the patient, and that she preferred the more direct, personal
approach, where health data was stored locally. This patient said:

I suppose it makes it easier for you, or whoever's doing it. But it just strikes me as like
all part of the… this big, anonymous world, you know, where individuals don’t seem
to… you know, not be respected as much...My gut feeling is no, I don’t, I wouldn’t be
happy with it. I don’t see why it can't be as it was, a more direct, personal approach.
(Patient)

6.7 Participants’ views and feelings about data being shared
6.7.1 Patients’ feelings about their data being used in the HRSS pilot in

primary care
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The vast majority of patients who participated in this evaluation were happy for their GP practice to
share their patient data with the HRSS pilot in primary care. However, for the majority of these
patients, their support for the sharing of their data with the HRSS pilot in primary care was not
absolute, and they highlighted a number of restrictions and parameters that they felt needed to be in
place in order for them to be completely happy with their data being shared. For example, most
participants were happy for their data to be shared with the HRSS pilot in primary care so long as
these data were ‘protected’ and stored safely and securely, and restrictions were placed on who was
allowed to have access to it. In addition, a smaller number of patients also felt that that they were
happy for their data to be shared, so long as only data that were necessary and relevant were shared
with the HRSS pilot in primary care. The following quotes, sum up the views and feelings held by
most patients about their health data being shared with the HRSS pilot in primary care:

It’s the misuse and, you know, and who was really looking at it. That’s my only sticking
point and I kind of think that will be a sticking point for a lot of people.
(Patient)

And:

I would also want a reassurance as well, though, that if, for argument’s sake, my data
were used for a specific clinic or whatever project, that only that which was required for
that project would be released, such as I wouldn’t want companies to know what I do
for a living, anything, you know, that sort of stuff because it’s not relevant… So it’s
limited to only that which is required.
(Patient)

The notion that only ‘necessary’ and ‘relevant’ data should be shared with the HRSS was also a
theme that was highlighted during patients’ discussions of issues around the sharing of nonanonymised patient data.

When the nature of the HRSS was explained to patients by the

researchers, there was often also an assumption amongst patients that their data would be
anonymised before it was shared with the HRSS. A number of participants were concerned about
their data being shared in identifiable form, and were particularly concerned about the possibility of it
being shared with details of their names or addresses attached to it. Some of these participants failed
to see the relevance of such personal identifiers, and why data that left the practice could not be in
anonymised form. These patients, although still willing for their data to be shared with the HRSS,
were clear that they would have far preferred it to be shared in anonymised/non-identifiable form, and
particularly without names and addresses attached to records, typically because of concerns about
data security.
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In addition, a small number of patients stated that, although they were happy for their data to be
shared with the HRSS, they would have liked more information about their practice’s sharing of their
data with the HRSS, in order to be completely at ease. This additional information included, detail
about precisely what data would be shared, in what format, and how it would be transferred.

Very few of the patients who participated in this evaluation were completely opposed to their data
leaving the practice in identifiable form, and those who were stated that they felt this way because of
concerns over data security. One such patient stated:

I personally feel very strongly that we should not go in as identified data. And there are
ways of doing that which, you know, can identify... the practice can identify the patient,
and follow up anything if need be, but Joe public in the HRSS can’t identify the patient
(Patient)

Whilst the majority of patients who participated in interviews and discussions were happy for their
health data to be shared with the HRSS, it was clear that the HRSS being part of the NHS, and
patients’ shared data being kept within the NHS, was important to many patients’ willingness for their
data to be shared.

Many patients voiced some concern about the sharing of their health data,

particularly in non-anonymised form, with organisations external to the NHS.

A small number of patients stated that they would be less happy for their data to be shared with the
HRSS, if the HRSS were a commercial company. These patients were typically suspicious of the use
that a private company might make of their health data, and of whether a private company would act
completely in the public interest. A larger number of patients also voiced concern about the possibility
of private organisations, and especially insurance companies, gaining access to their data, now or in
the future. For these patients, the fear appeared to be that insurance companies gaining access to
this data might result in patients being refused health, travel or life insurance, or their claims being
refused. Patients tended to be clear that patient health data was a potentially valuable resource for
private companies, and many were keen that their data should not be allowed to fall into their hands.
As one patient stated:

One of my fears was if it somehow goes astray from there and somebody, for instance,
like insurance companies, get hold of it they could use it to their advantage and the
patient’s disadvantage.
(Patient)
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Another said:

…there’s a lot of information that companies would be very eager to purchase that
would… you know, they’d be able to target people or refuse certain people benefits or
claims, or whatever.
(Patient)

Another commented:

…once it’s held, you know as well as I do, what’s to stop, in the fullness of time,
insurance companies coming up and saying oh, we’ll give you... buying data; and they
do
(Patient)

In addition, interviews and discussions also highlighted the concerns held by a number of patients,
about their freely-given health data being accessed and sold on for commercial gain, or used for
profit, by profit-making pharmaceutical companies.

These patients tended to feel that their data

should be used for the public good, and were generally keen that it should not be used for the
financial benefit of commercial companies, or at least that if this were the case, patients should be
fully aware of this. As one patient stated:

I would have a reservation about my personal information being used for the profit of a
private drug company… I’m very happy to support the NHS.

I think the drugs

companies make enough profit themselves to… and are probably one of the primary
factors in driving up the cost of the NHS. So for them to get free information… If the
NHS wants to charge them for it and get something back, that might be different.
(Patient)

Another said:

if people have access to information which they’re going to use for their own
shareholders or commercial purposes I have questions about that. I’m not saying I
don’t want them to do the work. But I want to be clear and I want to know what they’re
putting back in, because I can see that they could take out quite effectively, from a
national service set up, at our tax payers’ expense and get commercial benefit from it,
it ought to be clarified.
(Patient)
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6.7.2 Factors identified as important in influencing patients’ feelings about
their data being shared with the HRSS
Through qualitative analysis of interviews and group discussions with patients, a number of factors
emerged as potentially important in influencing whether or not patients were happy for their data to be
shared with the HRSS. Whether or not a patient’s medical record contained ‘sensitive’ information
and whether they had experienced or were experiencing a ‘sensitive’ or ‘embarrassing’ health
condition, was highlighted as likely to influence their views on their data being shared with the HRSS.
For instance, a number of patients stated that they were happy for their data to be shared as they
had ‘nothing to hide’ or their patient records did not contain particularly sensitive information, and
some of these patients highlighted the fact that they might feel less happy with their data being
shared if their patient records contained ‘sensitive’ information, and that those who had
‘embarrassing’ or ‘sensitive’ health conditions would be likely to show greater opposition to their
medical records being shared.

‘Sensitive’ or ‘embarrassing’ information and conditions included

sexually transmitted infections, HIV, having had an HIV test, or having experienced mental ill-health.
Typically, the reasons given for those with such information on their health records being less likely to
want their data shared with the HRSS were related to concerns about who might have access to this
data now or in the future, and the notion that it might be used to the disadvantage of patients. As one
patient commented:

But, like, if people did have sensitive information that they’ve shared with their GP or,
you know, mental health problems or something that they may think might affect jobs
and insurance and things like that, then they may feel uncomfortable having their
information in an intermediary group to then be sent on to various companies.
(Patient)

At the same time, having experienced a health condition was also highlighted as a factor that was
important in some patients wanting their data to be shared with the HRSS. For some patients, and
particularly some who had experienced a relatively uncommon condition, participation in the HRSS
pilot in primary care through data-sharing and the possibility of taking part in a clinical trial, provided
an opportunity to try to help others. Some patients, for example, felt that the NHS had helped them
greatly when they were unwell, and that they wanted to ‘give something back’ to the NHS. As one
patient said:
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I think the people who are more likely to respond to that in a positive way are people
who have problems with their health…
(Patient)

‘Giving something back’ to the NHS also emerged as an important motivation for participating in the
HRSS pilot in primary care for some patients who had not experienced particular health conditions,
but who were committed to the NHS and felt that they had benefited from it during their lives, and
wanted to help it. A number of patients stated that they were committed to the NHS, and that this was
a key reason why they were happy to participate in the HRSS pilot in primary care.

Another factor that appeared to be important in patients being happy for the data to be shared with
HRSS pilot in primary care was the age of the patient, with a number of patients stating that they felt
that people who were older, were more likely to be happy to participate in a project such as the HRSS
pilot in primary care, than younger people. The reasons given for this included that older people are
more likely to appreciate and be aware of the potential health benefits of participation than younger
people, and also that, because of their age, they are more likely to have a long-standing relationship
and a greater level of contact with their practice. One patient stated:

So I really… when I was younger I probably wouldn’t want my information [to be
shared]… but now I couldn’t give a damn, if it helps them… if it helps them….[When I
was younger] I would’ve been pretty bullish about it and thought, no, I’m not going to,
you know, but now I realise that even if it’s not a benefit for me, it will probably benefit
somebody, okay.
(Patient)

6.7.3 General attitudes to data being shared
The vast majority of patients’ feelings about their health data being shared with the HRSS largely
mirrored their feelings about non-health data held about them by, or example, private companies and
public bodies. Thus the vast majority of patients were unconcerned on a day-to-day basis about the
personal data that existed about them and generally happy for it to be held and shared. However, as
with their health data, many patients were keen that appropriate safeguards were in place to govern
storage and access to their personal data, and were happy for it to be shared so long as these
safeguards were in place. For most patients, health data was no more ‘sensitive’ than other forms of
data held about them, for example by private companies and public bodies
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A key theme that emerged from the analysis, was that patients had grown accustomed to data being
held about them, and for many, this meant that they had become less concerned about data being
held and shared. For a number of patients, a large amount of their data being held and shared had
become a ‘fact of life’ and so was not something that they felt was generally worth concerning
themselves with. As one patient stated:

One of the things about society these days, everyone gets terribly hung up, don’t they,
about the privacy of their data? And I just feel if you’ve got nothing to hide, what’s your
problem? And then all the business about identity cards, for heaven’s sake! You
know, everyone knows everything about you, anyway, but you just don’t realise it.
(Patient)

Another said:

And I think they [the Government] know enough about me anyway, because I don’t
believe for one minute, you know, all this doctor confidentiality. I think these days the
Government know enough about you anyway…the way I view it is they already know
about me.
(Patient)

Interestingly, some of these patients were dubious about the extent to which data could be kept
confidential or held securely, and felt that despite safeguards, legislation and protocols that might be
in place around data protection and security, it was inevitable that data might be lost or accessed by
unauthorised individuals. For these patients, the fact that ‘people’ had access to their data meant that
there was a risk of loss or misuse. However, most of the patients who voiced concerns about the
ability of organisations to keep data secure appeared resigned to the fact that this was the case, and
were largely unconcerned, often as they felt that there was little data that existed about them that
might be used to harm them. As one patient stated,

There isn’t any data security these days…somebody will be able to get into any
database in the country if they are so minded – if they can hack into the Pentagon,
they can get into our GP information. The NHS medical system, well, that’s a joke…I
think you’ve got to accept that people will get your information.
(Patient)

Another patient commented:
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A guarantee is only as good as the people providing the service, if you like, you know.
Yes, you can have all these guarantees, but if you’ve got individuals that are just
throwing records around…
(Patient)

Findings suggest that high-profile media reports of government employees and bodies losing
individuals’ personal data had not led to most patients who participated in this evaluation becoming
cautious about their personal data being held and shared. Although a number of patients mentioned
high-profile data losses and security lapses without prompting from the researchers, this was usually
discussed in terms of their inevitability, and tended not to be a major cause for concern amongst
patients. Some staff members who participated in this evaluation, however, stated that they were
aware of patient concerns over data-security that had been fuelled by media reports of data losses,
and that dealing with these concerns by convincing patients of the security of the HRSS would be a
key challenge in the future.

During interviews and group discussions for this evaluation, patient participants were asked whether
they had ever seen the Care Record Guarantee document, which has the potential to allay patients’
concerns about data-sharing by detailing how NHS information is protected and the safeguards that
are in place within the NHS around the protection of patient health records. However, none of the
patients involved in this evaluation, including those who previously or currently work within the NHS,
had ever seen this document.

A minority of patients did state that they were concerned about the amount of data that was generally
held and shared about them.

These patients typically felt that too much data was held about

individuals, and for some of them, the routine nature of data gathering and sharing had made them
more guarded about their personal data. For a small number of these patients, health data was also
seen as more ‘sensitive’ than most other forms of data that might be held about an individual. As one
patient stated:

I think your health data is a lot more personal; it's potentially... it could be potentially
embarrassing for different patients with different conditions, you know. … I mean,
smoking status, that kind of thing or, you know, alcohol consumption; those things, I
suppose, I'm not overly concerned about that. But if I’ve approached a GP with anxiety
problems or, you know, if I needed counselling at any point or... I suppose I would be
more concerned about that information being freely available to Joe Public.
(Patient)
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6.8 The Patient Information Pack (PIP)
Interview and group discussion data suggested that not all patients who participated in this evaluation
had received the full Patient Information Pack (PIP) (Appendix 8). In particular, a large number of
patients stated that they had not received the ‘Information on the HRSS: Improving health through
research’ booklet. More than three-quarters of patients who participated in this evaluation recalled
receiving the letter and opt-out form that were part of the PIP, with approximately ten per cent stating
that they were unsure whether they had received these documents or not, and three patients stating
that they had not received them. However, fewer than one-quarter of the patients who participated in
this evaluation were sure that they had received the ‘Information on the HRSS: Improving health
through research’ booklet, with more than half stating that they definitely had not received it, and
approximately one-quarter that they were unsure whether or not they had received the booklet.

Many patients then, in commenting on the PIP during interviews or group discussions, stated that they
were seeing the full PIP for the first time, as they had not received the ‘Information on the HRSS:
Improving health through research’ booklet.

6.8.1 Views on the PIP
6.8.1.1

Staff

All but one of the 7 staff members who participated in this evaluation felt that the PIP required
improvement so that it provided clear, accessible information to patients about the HRSS pilot in
primary care. In particular, there was a perception amongst most staff that the language used in the
PIP, and particularly in the ‘Information on the HRSS: Improving health through research’ booklet,
was too ‘wordy’ and ‘technical’ to allow many patients to be able to gain a good understanding of what
the project was about, and what their potential involvement in it might be. As one staff member
stated:

…for me to read it was understandable because I knew the project, but I think if you’re
somebody who didn’t know about it then... that didn’t know anything about research or
anything then it would have been quite difficult to understand really…Literacy as well;
not all of our patients can read, and we do have a diverse population...
(Practice staff)
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For these staff members, information provided to patients about the HRSS pilot in primary care
needed to strike a balance between providing enough information for them to make an informed
decision about whether or not to become involved in the project, and at the same time be accessible
to a diverse range of people, and not overly technical or too lengthy. Staff members appreciated that
this was a difficult task, particularly given the often diverse nature of communities served by practices.
As one stated, describing the shortcomings of the PIP:

That’s comfortably beyond the reading age of a significant chunk of our patients. I
don’t know how you’d give enough information without having that amount on a page.
But that for a large number of our patients would actually be very daunting and
probably they would just kind of look and think, well, either they’re going to think, well,
doctor knows best, fine carry on. Or for some of them it would be a case of there’s no
way I’m wanting to because I don’t understand it. I don’t know what you’re going to do
with my information and I don’t want to be part of it.
(Practice staff)

Another stated:

…from some patients who are very, very aware and want to, kind of, be sure they’ll
know exactly what’s happening to their data, to other patients who are wondering why
everybody doesn’t know about their data anyway, they assume that everybody knows
everything, you know, and they’re really surprised, doesn’t everybody know? So I think,
you know, we’re dealing with quite a wide population perception, and that’s in a way
why it can be difficult to produce the information, because you don’t know who you’re
talking to.
(Practice staff)

Most staff members then, felt that the information that was sent to patients to inform them about the
HRSS pilot in primary care required simplification, in order to ensure that patients were able to grasp
in simple terms what the HRSS pilot in primary care is, and understand what their participation will
involve.

As one staff member, who felt that patients did not really understand the information

provided in the PIP, commented:

…whether we were actually able to give something that patients really understood, I’m
not entirely convinced. I think we needed something much simpler, I think. We needed
something which on a piece of A4, someone can just read a couple of lines and know
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what it is, you know, they need to know what it is straight away, rather than having to
read through two or three pages, because people don’t do it.
(Practice staff)

6.8.1.2

Patients

Opinion was split amongst patients about the PIP and whether or not it was accessible and
understandable. A number of patients felt that the PIP gave an adequate explanation of the HRSS
pilot in primary care and an appropriate level of information for them to understand what the HRSS
pilot in primary care was about. However, some of these patients also felt that although the PIP was
appropriate for informing them about the pilot, it was not necessarily appropriate for use with the
general public, who might find the level of detail in the ‘Information on the HRSS: Improving health
through research’ booklet in particular, daunting, and not fully understand the nature of the HRSS
after reading the letter and booklet. These patients tended to feel that the PIP required simplification
in terms of language, to make it more accessible and meaningful to patients.

A key theme that emerged from a number of discussions about the PIP was that the majority of
patients felt that the PIP failed to fully inform patients about key details of the HRSS pilot in primary
care. Patients generally felt that appropriate information about the HRSS pilot in primary care was
required for them to make an informed decision about whether or not to become involved in it, and a
number felt that the PIP failed to clearly address some key information about the pilot. This included
details such as exactly who the HRSS was, what data will be shared between practices and the
HRSS, how data would be extracted and in what form (for example anonymised or non-anonymised),
and exactly what patient data would be used for. As one patient commented:

But from what I can see, it [PIP] doesn't sort of say, ‘this is how we store it’, ‘this is how
we will distribute it to the researcher’. And, I suppose, you don't know if... you don't
know what information they’re passing on. If they want to do research into X drug and
whatever effect, you don't know if they're only going to receive, what, the relevant parts
of your medical record or the entire medical record.
(Patient)

Another patient, who felt that the PIP was vague and failed to fully inform patients about the HRSS
pilot in primary care, said:

It wasn’t that clear who was going to collect it, who they were going to give it to…
(Patient)
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Another stated:

…the clarity isn’t in this letter even, about the anonymity; there’s nothing mentioned
there about your data will go out identifiable.
(Patient)

Interviews and group discussions also highlighted the importance for many patients, of the covering
letter from their GP introducing the HRSS pilot in primary care, and it was clear that this letter was
crucial to many patients feeling confident that they were happy to participate in the HRSS pilot in
primary care. However, a small number of patients also discussed the need for the GP letter and
information leaflet to more clearly outline the potential benefits of the HRSS pilot in primary care, in
order to encourage greater patient involvement. For these patients, the PIP required more detail in
this area. As one said:

…it [PIP] fails to make the benefits clear - that was its first problem – of this kind of
research of people being able to do this, that it’s a very difficult one for them to get the
kind of data they need and there’s an awful lot to be learned from studying people’s
data.
(Patient)

It was also clear from interviews and group discussions that very few patients had read the PIP in any
depth.

Notwithstanding the fact that a large percentage stated that they had not received the

information booklet, this suggests that there may be a need to amend the literature that is sent to
prospective HRSS patient participants in the future, to encourage their engagement with it.

There was also some concern amongst a small number of patients that these omissions may have
meant that patients were not fully aware of what they were ‘opting-in’ to by default by not completing
the opt out form that was sent to them. As one patient stated:

…quite a high percentage of people who have, as I say for whatever reason, opted in
or haven’t opted out, would be totally unaware of what they’ve opted out of or opted in
to…
(Patient)

6.9 Reasons concerned with the opt out
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The vast majority of participants viewed the HRSS as a positive development, which they felt would
generally be beneficial to research and to the NHS. Even those participants who opted out of the
HRSS pilot in primary care, acknowledged the potential benefits of it.

6.9.1 Reasons for not opting out
Participants provided a range of reasons as to why they had not opted out of the HRSS pilot in
primary care, with many participants giving multiple reasons for their involvement. These reasons
have been categorised into the following:


To help contribute to research knowledge and progress



To contribute to improvements in the NHS and the development of treatments and cures



Feeling that they ‘have nothing to hide’



To ‘give something back’



Opting in by default

In addition, a very small number of participants were unsure as to whether or not they had opted out
of the HRSS pilot in primary care, as they could not remember receiving the PIP. However these
participants felt that, should they receive the pack now, they would be happy to take part, as they felt
that in order for progress to be made, people need to be prepared to help by taking part in projects
like this one.

6.9.1.1

To help contribute to research knowledge and progress

A number of participants stated that they wanted to participate in the HRSS pilot in primary care as
they felt that their involvement could ‘help’ by contributing to research, and could potentially contribute
to developments within research. This was often related to previous positive involvement in research
projects and clinical trials. Some participants stated that they were generally ‘pro-research’ and felt
that research projects should be supported.

A number of participants highlighted the fact that the HRSS pilot in primary care would enable
research to be conducted in a more streamlined, more efficient and cost effective manner, which they
felt could only be a positive development. Some participants who worked within the field of research
were very supportive and positive about research. They acknowledged the importance of it, as well
as the potential difficulties faced in involving people in it. They felt that available data should be
utilised for research purposes in order for progress to be made. As a participant explained:
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Well I think the, I think obviously the data source is there to be used; it would be
senseless not to use it.
(Patient)

6.9.1.2

To contribute to improvements in the NHS and the development of

treatments and cures

Most participants were clear that any research that could potentially lead to improvements in health
services and the NHS, and assist in the identification and development of potential cures, therapies
and treatments, could only be positive. Some participants stated that they had opted to take part in
the HRSS pilot in primary care as they felt that all patients could benefit from this project, which could
potentially help in improving treatments for both common and unusual conditions.

Participants who stated that they were living with chronic health conditions or those who said that they
had received medical treatment for illnesses, welcomed any research which might result in
developments in treatment and care for these conditions, and these participants stated that their
illnesses had been a factor influencing their decision not to opt out of the pilot, as they wished to help
people with similar conditions.

6.9.1.3

Feeling that they ‘have nothing to hide’

Many participants who did not opt out of the pilot stated that a key reason for them taking part was
that they ‘had nothing to hide’. These participants stated that they had nothing in their medical history
that they were embarrassed about or that they felt needed to be kept secret. However, some of these
participants acknowledged that some people may wish to opt out because they had experienced what
could be considered as embarrassing illnesses, or conditions that they may not want people to know
about.

6.9.1.4

To ‘give something back’

A large number of participants were keen to be involved in this pilot as a way of ‘giving something
back’ to either the NHS or to their GP Practice, for the treatment they had received over the years.
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Some participants felt that they had a responsibility to society to take part in such projects in order to
benefit society as a whole. A participant explained his point of view in the following way:

And I think we seem to neglect, sometimes, the fact that if we live in a democratic
society, we have obligations to the society as a whole. So for something like this it’s
only right that one should agree to take part
(Patient)

Many participants were keen to be involved in the pilot as a way of ‘giving something back’ to the
NHS, in order to help other people and support the NHS, which they felt had served them and their
families well. A participant stated:

I’m very much a child of the welfare state…What I am today, I owe very much to the
welfare state and, on that basis, I feel it’s only right that I should give something back.
(Patient)

Some participants stated that they had not opted out of the pilot because the letter of invitation had
come from their GP practice, which they trusted. This trust meant that they were happy to take part in
a project which was being undertaken by their GP practice, which they had faith in, and believed
would only be involved in projects it viewed as of benefit to the practice and its patients.

6.9.1.5

Opting in by default

A small number of participants stated that they had opted in by default, as they had either put the
letter aside and not got around to reading it, or had forgotten to return the form to opt out. These
participants were unhappy about the fact that they were now in the pilot even though they had not
wished to be.

6.9.2 Reasons for opting out
A small number of participants (5) stated that they had opted out of being involved in the pilot, and
these participants gave the following reasons.


Personal reasons



Concerns about data security



Insufficient information about the HRSS
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6.9.2.1

Personal reasons

Some of the those who opted out stated that a key reason was that they had health issues, or were
undergoing treatment at the time that they received the invitation letter, and did not feel in a position
at that time to take part. These participants stated that if they were to receive the invitation letter now,
they would be happy to take part, as they have since recovered from their illnesses and are no longer
receiving treatment.

Other participants stated that they were not happy to share their health records for personal reasons.
Interestingly, some of these participants either currently worked, or had previously worked, within the
NHS and/or within health research. One of these participants thought that the HRSS letter that she
received related to sharing medical records for clinical reasons, under the Summary Care Record
initiative, and had opted out of participating because of this. However, this participant stated that s/he
was not happy to share her records under any circumstances, including for research purposes, so
would still have opted out of the pilot, had she understood what it was about.

6.9.2.2

Concerns about data security

Some participants, including those who stated that they either currently or previously worked within
the field of health research and/or the NHS, stated that they had opted out of taking part in the pilot
because they lacked confidence in the NHS’ ability to maintain control over data and over who has
access to it. These participants felt that they lacked trust in the NHS in terms of its ability to hold
confidential data securely, and some participants felt that the potential for human error was too great
for them to risk being involved.

6.9.2.3

Insufficient information about the HRSS

A very small number of participants stated that they opted out because they felt that the information
they had received regarding the project was unclear and that they did not know enough about the
HRSS to be happy to be involved. As a participant explained:

So I felt hang on a minute I don’t want my data to be shared with other bodies that I
don’t know anything about.
(Patient)
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6.10 Views on the opt-out
6.10.1

Staff

The evaluation found that staff views were split on the issue of the opt-out process used for the HRSS
pilot in primary care. Staff expressed both positive and negative views related to the fact that the
HRSS pilot in primary care employed an opt-out system for patient involvement, meaning that patients
had to actively opt out of taking part in the pilot, otherwise they would automatically be included.
These views are discussed below:

6.10.1.1

Positive views on the opt out system

Some staff members felt that having a system whereby patients had to actively opt out of taking part
was the best way of gaining the greatest number of patients involved in the pilot.

These staff

members felt that it made sense to maximise the numbers involved. A staff member explained why
s/he felt it was beneficial to have an opt-out system for the pilot:

…if you want to increase uptake I think having it as an opt-out is the sensible thing to
do because only those who actually have an issue with that are going to take the
trouble to opt out.
(Practice staff)

On a number of occasions when discussing the merits of an opt-out system over an opt-in, staff
likened the situation to the debate around whether organ donation should be an opt-in or opt-out
system, given that the aim in both cases is to increase uptake.

Some staff expressed the concern that if the system were an opt-in, the pilot would not be able to
gain a representative sample, because the sample of opted-in patients would more than likely be
skewed. These staff felt that the opt-out system allows for a less biased sample to be generated. A
staff member explained the situation s/he often encounters in conducting research using an opt-in
system:

We get very biased samples in the studies that we do, so you can write to 500 people
and 30 say yes.
(Practice staff)
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Another said:

If you do an opt in…. you get much lower participation rates and I think you get biased
samples…Now, if you have an opt out, where you can get to a much wider group of the
population, I still like to believe you’re more likely to get people who you wouldn’t have
anticipated would take part, who will actually take part.
(Practice staff)

6.10.1.2

Negative views on the opt out system

They [the practice] signed up to certain principles, one of which was about consent and
confidentiality.

So we have had some questions about, so, to what extent is this

project in conflict with what we said we’d sign up to, which is, we do nothing with the
patient without explicit consent. Now we’re saying, this project takes us into where
there’s implicit, not explicit, consent, because it’s an opt out system.
(Practice staff)

As the quote above from a staff member highlights, some staff members expressed concern about, or
stated that they were uncomfortable with, the use of an opt-out system for the pilot, as they felt that it
contravened commitments made by their practice related to patient confidentiality and the need to
gain explicit consent from patients. In addition, some of these staff members felt that this approach to
research was completely different to the way in which they had always conducted research, and that
active, explicit, written informed consent had always been crucial to involving patients in any previous
research conducted by the practice. As a member of staff explained:

I’m quite uncomfortable with it [the opt-out] really, for me, just because all the research
that we’ve ever done before has always been with the explicit consent of the patient.
(Practice staff)

The majority of staff explained that they would feel more confortable about the pilot if patients had to
sign and return a form to say that they were opting to take part. This, they felt would be more in line
with standard practice for conducting research projects. A staff member explained how s/he felt the
opt-out system could cause problems for the practice as follows:

If you get a patient who hasn’t really understood the opt-out, or automatic opt-in, who
then decides to do something about it, I think it could be something that blows up in
their face really.
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(Practice staff)

Another reason presented by staff for an active opt-in system related to the fact that the opt-out
system employed left room for doubt, in terms of whether patients had actively consented to take part,
or whether they had simply not received the information pack, had forgotten to return the opt-out form,
had misunderstood the process required to opt out, or had literacy or language issues which meant
that they had not understood the significance of not returning the opt out form. Staff at one of the
practices in particular, which experienced a high rate of transience within its patient population, felt
that an opt-out system was a particular problem in that area, where they were less confident than they
would be if the practice had a different practice population, that patients had seen the letter and were
actually happy for their data to be used in the HRSS pilot in primary care. As a staff member
explained:

So when we write out to our registered population, and we don’t get an answer back,
we’re probably less confident than many other sites, actually, they’ve seen the letter,
read it, and said yes. They may never have got the letter because they’ve moved.
Now we don’t know, until people come in and say oh, I don’t live there anymore, that
they’ve moved.
(Practice staff)

Some staff also dismissed the argument often given in support of having an opt-out system, of being
able to obtain a more representative sample. Whilst they felt that this was likely to be true, they also
felt that not opting out of data entering the HRSS did not necessarily guarantee that patients would
get involved in specific trials conducted through the HRSS further down the line.

Staff working at one of the practices stated that they felt that an opt-in system would also provide a
decent sample, as a result of the research-active nature of the practice, and the low levels of
transience in the population, as one staff member explained:

They're [the patients] aware that it has been a research practice for many years and
very loyal patients, you know; it’s very GP family friendly. Patients that are with the
practice have been with the practice years; you know; we haven’t got a transient
population. And they know that we have been a heavily research practice, you know;
so I think they would have every confidence and every faith in the practice.
(Practice staff)
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6.10.1.3

An alternative view to the opt out

Some staff felt that patients should have had to return the form regardless of whether or not they
wished to opt out of the pilot. They felt that this would have provided more certainty about patients’
intentions. This is illustrated below:

So I mean certainly, you know, philosophically I would’ve felt more comfortable with
that [return form to opt in and opt out], because then for me there’s no doubt and that
data can be very properly used, because it’s been a positive decision.
(Practice staff)

Another stated:

…for me in an ideal world, I would’ve wanted a yes or a no, that they should do
something positive, that was my preference right from the beginning, just because I
think that would leave us in a really strong position that you actually know who has
opted in and you’ll know who’s opted out, and then there are a few others that have not
replied. But that to me just means that you’ve covered all your bases and you can’t be
criticised.
(Practice staff)

6.10.2

Patients

Most patient participants were either positive about the use of an opt out system for the HRSS pilot in
primary care, or else did not view it as a particular problem. The following sections outline patients’
views on the opt out system.

6.10.2.1

Positive views about the use of an opt out system

Most patients who voiced arguments in favour of having an opt-out system for the pilot, stated that
they felt this to be the best system as it was likely to result in a higher level of patient involvement, a
greater amount of data to draw on, from a wider cross-section of people, and it would help to reduce
the possibility of obtaining a heavily skewed sample. One participant explained as follows:
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Well, you’ll get less people opting out… Not that I think we should do it by stealth, but
the more information there is gathered, the better, so it’s not bad.
(Patient)

Another stated:

….in terms of getting a wider response, greater proactivity, I suppose it’s quite a good
way of doing it from your point of view.
(Patient)

A number of people who stated that they felt that the opt-out system was the best way to conduct the
HRSS pilot in primary care, made comparisons to the benefits of having an opt-out system for organ
donation, rationalising their arguments for this system in this way.

Some participants discussed their belief that, in addition to leading to the widest potential pool of
participants, the opt-out system was likely to be more cost-effective that the opt-in approach, which
some participants felt was an important consideration in the current economic climate.

6.10.2.2

Negative views about the use of an opt out system

Patient participants in this evaluation who were unhappy with the use of an opt out system,
highlighted a number of reasons why they were unhappy about its use.

These are discussed

according to the following themes.


Issues regarding a lack of active, informed consent to participate



Issues regarding the use of identifiable patient data

6.10.2.2.1

Issues regarding a lack of active, informed consent to participate

A number of participants felt very strongly that anyone wishing to participate in the HRSS pilot in
primary care should have had to complete and return a form to actively give their consent to
participate, as the following quote highlights:

…patients should be asked to return the form if they want to opt in, rather than
assuming if you don’t reply….
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(Patient)

Another participant said:
…this should have been done the other way round.

If you wanted to opt in you

returned the letter with your signature on, i.e. you are signing to opt in, and if you didn’t
return it then whoever was dealing with it assumed that you did not want to take part.
(Patient)

These participants raised concerns over the opt-out process as they felt that patients who had not
fully understood the information they had received, or had not grasped the consequences of the
project or of not actively opting out, would be included in the pilot, even though they may not have
wished to be included. This, they felt had potential repercussions, as these patients may, at a later
date feel that they were not informed about the project, or that they lacked sufficient information to be
able to make an informed decision about their involvement, resulting in them potentially feeling that
they have been ‘coerced’ into participating. One participant explained as follows why s/he felt that a
lack of active consent could have implications in the future:

I think the NHS has a duty of care for people’s information. I think one of the things
that is very live in the public’s imagination and understanding is the concept of
doctor/patient confidentiality…. whoever is running these projects, both the research
database and just the day to day management of NHS patient information, need to be
very careful because all it takes is …one case that is taken up by the media where a
patient comes to harm because of a breach of confidentiality and the repercussions
can be quite catastrophic.
(Patient)

Many participants also disagreed with the use of an opt out because they felt that the information
provided to patients in the PIP was not clear enough or sufficient enough to be able to assume that
anyone who did not opt out had actively decided to take part.

These participants felt that the

information provided needed to be shorter and simpler, explaining the benefits and the full
implications of participation.

In addition, some concerns were voiced about whether the opt-out

system was appropriate for gaining ‘informed’ consent into the project from participants unable to
understand the letter, such as those with literacy or language skills, as the following quote highlights:

I think there are potentially some vulnerable people that may not have fully understood
what was going on and would’ve just probably binned it and they’ve automatically been
opted in…
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(Patient)

In addition, a small number of participants felt that if an opt out system were to be used, it was
necessary for there to be a system in place to allow patients to opt out of the HRSS pilot in primary
care at any time, and to clearly communicate this to patients.
6.10.2.2.2

Issues regarding the use of identifiable patient data

Some participants felt very strongly that the HRSS pilot in primary care should definitely take an
active opt-in approach, given the fact that the patient information leaves the practices in an
identifiable format. These participants were especially concerned about this aspect of the pilot as
they felt that this was not clearly outlined in the information provided to patients in the PIP. As a
result, the vast majority of participants stated that they were unaware that this was the case, and that
they had assumed that the data was anonymised before it left the practices. The following quote
highlights why some people felt that an opt-in system was important in these circumstances:

I’d understood that it was unnamed usage.

If they were going to track back to

individuals, I think they ought to have the chance to opt in creatively.
(Patient)

6.11 Factors important in the success of the HRSS
The following sections outline the key factors that this evaluation identified as important to the
successful implementation of the HRSS in primary care, and which are likely to be important to any
wider roll-out of the initiative.

6.11.1

Trust in the GP practice

It was clear from interview and group discussion data analysis that patients’ trust in their GP practice
was a crucial factor in them deciding to participate in the HRSS pilot in primary care. The importance
of ‘trust’ was highlighted by most patients and also some practice staff.

For instance, the letter within the PIP was sent from the GP practice, and a large number of patients
highlighted the importance of this letter in their decision to participate in the HRSS pilot in primary
care. For some patients, their trust was invested in the practice as a whole, whilst for others it tended
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to be more closely related to trust in a specific GP. Patients typically discussed having high levels of
trust in their GP practice, both in terms of the level of care they received and also in terms of the way
in which the practice stored and held their health data. This trust in the practice typically meant that
patients felt that their GP had their best interests at heart, was unlikely to suggest that they become
involved in any project that might be risky or detrimental to them, and that if their GP was suggesting
involvement in the HRSS pilot in primary care, then ‘it must be okay’. Practices were therefore seen
as ‘validating’ patient involvement in the HRSS pilot in primary care. As one patient stated:

Because the practice that we’re in is quite forward thinking and if they’re, if they’re
passing it along to us and that they’ve had a look at it and they’re assured us that it’s,
you know, it’s nothing that is going to be detrimental to us, then we’re quite happy, you
know, not to opt out…
(Patient)
Another patient commented:

…you feel that your doctors are going to be acting in your best interests, so they’re not
likely to put forward something that they think is rubbish
(Patient)

Staff also highlighted the importance of trust in the practice in patients’ decision to participate in the
HRSS pilot in primary care. As one staff member stated:

…patients have got great respect for [the doctor], would go along with anything that
[the doctor] thinks is okay. They would think, well, if [the doctor]’s involved with that, it
must be all right, you know.
(Practice staff)

6.11.2

Trust in the NHS and the NHS ‘brand’

A related factor, highlighted by a number of patients, was their level of trust in the NHS. It was clear
that their decision to participate in the HRSS pilot in primary care was based in part on the fact that
the HRSS documentation that they received through the post had been sent by the NHS, and that the
HRSS was perceived to be within the NHS. As highlighted earlier, a number of patients stated that
they were committed to the NHS, and for these and other patients, the NHS ‘seal of approval’ meant
that they were happy to participate, as they felt that the NHS was a trusted institution. As one patient
stated:
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If it’s under the umbrella [of the NHS], it’s been quality tested and I’m happy with that.
(Patient)

Some patients contrasted receiving a letter from the NHS with receiving the same document from a
private organisation, and most of these patients stated that without the apparent NHS endorsement,
they would have been more suspicious and more likely to opt-out. One patient, who had misgivings
about the HRSS but decided to participate, said:

For me, I’m wary about it [the HRSS], but the fact that it has the… it’s under the
auspices of the NHS rather than, if you like, Bloggs whatever; if it was Bloggs
whatever, as I said before, I wouldn’t do it...
(Patient)

Another stated:

I mean, I trust the NHS. I trust an institution that is ours, you know, not some private
sector outfit.
(Patient)

6.11.3

A research-active practice

Another, related factor that both patients and staff felt had the potential to influence the success of the
HRSS pilot in primary care was whether or not a practice was ‘research-active’, and whether or not
patients were used to being asked to become involved in research projects. Both of the HRSS pilot
practices were strong research practices and it was clear that most patients who participated in the
evaluation were aware of this. For a number of both staff and patients, the fact that a practice has a
history of conducting research is likely to mean that patients are more likely to participate in a project
like the HRSS. As one staff member stated:

I think that the majority of our patients are quite keen to be, you know, and happy to be
in a practice involved with research that they know is going to improve patient care. So
I think – but I do think our practice is very different and I think that’s because it’s quite a
new practice and, you know, that’s [research] always been part of the ethos. I think it
might be quite different for a practice that had never been part of anything and then
started sending information about research…
(Practice staff)

Similarly, as one patient stated:
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… we are part of a GP practice that regularly does research, so we’re used to getting
letters saying, ‘we’re doing some research at the moment’.

So I’ve already gone

through the thought process that I like research and I’d like to support the practice in
doing research so I don’t opt-out. So it wasn’t a specific decision about this it was kind
of part of another decision, if you see what I mean.
(Patient)

Interestingly, although analysis of qualitative data from this evaluation suggests that being part of a
research-active practice, and having been asked to participate in research before, may act to
encourage participation in projects such as the HRSS pilot in primary care, it also suggests that a
potential risk may be that in some cases, patients may be less likely to scrutinise information on new
research projects such as the HRSS pilot in primary care, feeling for instance, that they are part of an
existing research project.

6.11.4

Publicity and information

It was clear from this evaluation that good-quality publicity and information about the nature and
purpose of the HRSS, the practical implementation of it, and its implications for practices and
patients, is an important factor in practices and patients engaging with the initiative.

Although

evaluation findings suggested that high-level knowledge of the details of the HRSS was not apparent
amongst all practice staff, they also suggested that the input of the HRSS team had been important in
helping GPs and other staff who were to be directly involved in the local implementation of the HRSS,
understand the project and its implications for the practice. For some staff members, face-to-face
explanation of the practicalities of the HRSS by the HRSS team had been vital to their initial concerns
being allayed and them becoming comfortable with their practice’s HRSS involvement. As one staff
member stated:

I mean obviously as a pilot we got sort of visit from the researchers [HRSS team]. So
in that regard we actually got I think quite good quality information. We were able to
ask questions and we were, you know, given good quality information about it. So you
know, we had the chat, I had concerns. I asked them and they were addressed. I
can’t really ask for better than that.
(Practice staff)

Patients too, felt that good quality information about the HRSS would help patients to make informed
choices about whether or not they wanted to be involved. Some patients felt that details related to the
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security and sharing of data might be particularly important for encouraging those patients with
‘sensitive’ information in their health records to participate in the HRSS initiative by allaying any
concerns they might have about the security of, and access to, their health data. Both patients and
staff highlighted the need for better patient information about the HRSS, with one patient who opted
out of the HRSS pilot in primary care stating that she would have opted in if she had had clearer,
more detailed information.

6.12 Barriers and potential barriers to HRSS success in the
future
The following sections outline the perceived actual and potential barriers to the success of the HRSS
initiative identified through interviews and discussions with staff and patients.

6.12.1

Staff

Staff highlighted relatively few barriers to the success of the HRSS initiative, and those barriers that
were highlighted tended to be raised by a small number of interviewees. One interviewee, for
example, highlighted the potential difficulties for the HRSS of ensuring accurate data was available for
research teams to draw on.

For this interviewee, whilst data might be accurate at the time of

extraction, where practices have a highly transient population, extracted snapshot data could very
quickly become out-of-date – possibly within a matter of weeks. This staff member felt that this issue
provided a key challenge for the HRSS, and that although one solution to this might be to take
multiple data extractions from practices at regular intervals, this might not prove feasible or
appropriate for all GP practices. As this staff member stated:

I can’t believe that this [the HRSS] has never happened in the past because it makes
such sense. To have a database of information that you interrogate, this is fantastic, it
should happen. But then when you think about the data just taking up a snapshot of
time and how immediately that data is completely out of date in every sense of the
data…
(Practice staff)

In addition, for some staff, the potential and actual burden of the HRSS pilot in primary care on the
workload and daily operation of the practice, was another perceived barrier to further roll-out of the
HRSS. One staff member felt that practices might be reluctant to participate if they felt that, for
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example, HRSS data extraction processes were likely to disrupt their own use of IT systems. An
additional potential barrier highlighted by a small number of staff members, was that participation in
the HRSS would require the provision of specialist IT support to assist practices in preparing their
data for extraction to the HRSS, since not all practices have this expertise in-house.

Another staff member highlighted suspicion amongst some practices about the use that their patients’
data might be put to if they participated in the HRSS, as a potential barrier to the wider roll-out of the
initiative. For this staff member, practices might be wary that their patients’ data might be analysed or
utilised for purposes other than ‘health research’, and this might be a reason for practices being
reluctant to participate. For instance, this interviewee felt that some practices might be suspicious
that HRSS data might be accessed in order to check up on a practice’s work, the profiles of patients,
or the incidence of certain condition within a practice’s patient population. As this staff member
stated:

I think people don’t trust the government, them, the PCT, not to use something like this
to actually also quietly check what else you’ve been up to…So I think there’s that, so
how confident can we be that it really has got absolute firewalls around it and nobody
else is allowed into this data.
(Practice staff)

Another related, potential barrier that emerged from qualitative analysis of staff interviews, was
whether or not practices were satisfied that the processes and procedures used by the HRSS around
patient consent, anonymity of data, and the extraction and storage, were acceptable, and whether or
not they fitted with established practice-level processes and protocols. Where this was not the case,
some staff felt that some practices might be reluctant to participate in the HRSS.

6.12.1

Patients

In general, patients were unsure about what the potential barriers to wider HRSS roll-out might be.
However, the most frequently-cited potential barrier to HRSS success was the financial cost of
attempting to encourage a large number of practices and their patients to become involved in the
initiative. Some patients, for example, highlighted the potentially high cost of a campaign, be that
local or national, to appropriately inform patients about the HRSS. These patients tended to feel that
the cost of a publicity campaign similar to the one that had been conducted through their practice,
with a PIP sent to patients and posters placed in GP practices, might prove prohibitive, especially in
the context of current Government austerity measures.
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A small number of patients also felt that there were likely to be difficulties in encouraging a diverse
range of practices to become involved in the HRSS, and in particular, in encouraging practices
without a history of research activity. These patients commented that non research active practices
and the patients that they serve, might prove difficult to engage as they were not used to being
involved in research and they might not understand the potential implications of a project like the
HRSS. Patients saw this issue as having potential implications both for the HRSS in terms of the
quality and range of patient data that the HRSS would be able to access, as well as for non-research
practices in terms of the need to take additional steps to explain the HRSS to their patients. As one
patient stated:

The two practices that have been chosen [for the pilot] have got a research
background. What about practices that are sort of last century? We’ve still got them.
How do we get a widespread mix that is representative, and if a particular practice is in
a leafy suburb where there’s only a single demographic, or not very much, we need the
mix… So I think the only danger is if we don’t get that rich spectrum of information.
(Patient)

Another patient said:

I would guess if you were doing this with a surgery that didn’t habitually do research, it
would be very different because, from the surgery’s point of view, this was the first time
any of their patients had received a letter about doing research. That could generate
an awful lot of anxiety and questions, ringing up, asking, explanation, which just won’t
go on for us.
(Patient)

6.13 Interviews with key stakeholders
Interviews were conducted with 11 people.

People interviewed varied from people involved in

working on datasets using patient records, to those who had set up databases of patient records,
people who had an interest in the use of patient records for research as well as people directly
involved in the RCP / HRSS. Results are discussed in relation to the following themes;


Views of the HRSS as a concept



Potential barriers to the effectiveness of the HRSS
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Views of the opt out.



The importance of communication and engagement

6.13.1

Views of the HRSS as a concept

The general view held was that setting up the HRSS was very important and that despite the cost it
would be an absolute disaster if it did not go ahead. It was suggested it was a good opportunity to
develop research infrastructure for the future and therefore should not be passed by. Furthermore
that it would be negligent not to make use of the wealth of data that has been and continues to be
collected as part of the NHS.

…it would be an absolute disaster if it [the HRSS] was pulled. This has to be the future for
research in this country … I know funding is tight but this, to me, is one of the future
infrastructure opportunities that we can’t let pass by
(Stakeholder 1)

The fact that databases allowing data linkage have previously been set up was noted, but it was
suggested that the potential scale of the HRSS was important for the economy in terms of attracting
researchers and industry to focus their Research and Development work in the UK, as well as in
relation to the types of questions and quality of work that would be made possible by the existence of
such a service. Moreover in relation to the data it would make available, the ability to use records to
conduct observation studies was seen as particularly valuable as conditions and medications can be
seen in relation to the real world as opposed to clinical trials in which patients do well as they get a
greater level of care by virtue of participation in a trial.

It was suggested that if the HRSS were to achieve its full potential it needed to be securely funded,
not a piecemeal service supported and determined by grants. Moreover, in line with comments made
by patients about the importance of the ‘NHS brand’ it needed to have a public element to ensure
accountability.

You know if you gave this to a private sector company then I think there’d be war
(Stakeholder 8)

All this was not to say that the HRSS wasn’t seen as potentially problematic. In particular concerns
were raised about the potential problems for the HRSS in relation to the transfer of identifiable
information into a safe haven due to the lack of clarity in the common law duty of confidentiality,
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together with the need to take account of The Data Protection Act, the European Human Rights Act
and the Care Records Guarantee.

It was also questioned as to whether there really was a need for larger numbers to participate in trials
on the basis that international medical research thus far has generally been based on smaller
numbers and that statistical techniques are able to deal with missing data:

There is a big difference between what a researcher would like to have and what they actually
need to have, and all that they need to have is numbers adequate to derive a reasonable
probability … most medical research is living with a huge drop out rate, either dropping, won’t
go in, or go in and drop out. And nobody is saying … how terrible all this medical research is.
So all I’m saying is that the research world has to come to terms with a, what I believe is a
kind of cultural reality that you can’t get everybody all the time. ... and then some of the new
statistical adjustment techniques and imputed data and all that stuff are really clever ways of
coping with missing data and data sets.
(Stakeholder 11)

6.13.2

Potential barriers to the effectiveness of the HRSS

A key concern shared by a number of stakeholders was the quality of data that would form part of the
HRSS. In addition concerns were expressed that people may become less critical of the source data
once the value of a data linkage service was evident:

linkage of data like this becomes an enormously valuable resource. The more valuable it
becomes, the less likely people are to be critical of the source data
(Stakeholder 1)

Interestingly, one person commented on the quality of the data in relation to the potential
sustainability of the HRSS with the comment that if only rubbish appeared to come out of studies
based on data from it then people would no longer wish to input their data. The quality of medical
notes in secondary care was identified to be a particular potential barrier to the development of the
HRSS. Yet it was also suggested that the UK needed to be careful not to undersell itself in that the
worst data in the UK is better than most other countries’ best data.

The UK has to be extremely careful. Our worse data is better than most other countries’ best
data .. we shouldn’t kick ourselves in the foot
(Stakeholder 2)
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It was felt different data sources have different strengths and weaknesses and the concern was
expressed that if researchers were given a linked dataset directly from the HRSS they may be less
likely to take the limitations of the original datasets into account than they would have done if they had
been more directly involved in acquiring and linking the data. The question was also raised about
data cleaning, with the concern expressed about potentially losing control over this process as a
researcher.

I think a potential disadvantage is data cleaning, possibly, that we all have our concerns about
the quality of the data and we’ll all go through our own processes of trying to make it better
because we don’t … we can’t rely on what we get
(Stakeholder 7)

The evaluation focused on primary care and it was felt a potential barrier to the development of the
HRSS was the belief among GPs that they are the custodians of patients’ data and they must protect
it at all cost. The issue of time was also raised, about which it was commented that GPs would not
feel they had time to discuss the HRSS with patients and if they did so they would expect to be paid
for it. This view about the need for payment was not universally held by all the interviewees. Finally,
in line with interviews with practice staff and patients, it was noted that practices which are not
research forward may form a challenge to a future roll out.

6.13.3

The opt out

Using an opt out as opposed to an opt in was seen as a contentious issue. It was suggested that
maybe it was acceptable for a pilot but beyond that it was thought it would be politically unpalatable.

Pilots are pilots, trying to do it for 55 million people is a different kettle of bananas
(Stakeholder 3)

It was suggested that the process of getting a form to sign and envelope to return the response was
generally associated with opting in and therefore was potentially confusing. One person suggested
that it should be started with an opt in and if that proved uncontroversial then you could move to a
system of opt out. An opt out was thought to be more acceptable for the summary care record as:

There is an obvious, direct patient benefit from it.
(Stakeholder 3)

UCL Research Department of Primary Care & Population Health, e-Health Unit
rd
Upper 3 Floor, Royal Free Hospital, Rowland Hill Street, London NW3 2PF
Tel: +44 (0) 20 7794 0500 ext 36747 Fax: +44 (0) 20 7794 1224
http://www.ucl.ac.uk/pcph/research-groups-themes/e-health-pub

66

Finally it was suggested that an opt out may be seen to go against the spirit of ‘nothing about me
without me’, as an opt out does not constitute active consent.

The use of an opt out was not seen to be as problematic if the communication concerning it was of a
high quality. It was however noted that just because people don’t respond does not mean they are
happy to have their data included. When talking about non-response to the opt out one stakeholder
said:

I think we’ve got to be extremely careful. And I think we’ve got to summarise it by saying it
would include a range of people who would go from pretty near opt in to pretty near opt out …
and then to draw the assumption that that is acceptance, that is a significant step. It may be
necessary in a modern society, with all the pressures on everybody, we understand that. But I
think it is more of a compromise is what I am saying, than a specific opt in.
(Stakeholder 11)

In summary, concerns were raised as to the extent to which people’s decisions about the opt out
constituted informed consent.

6.13.4

Communication and engagement

Communication and engagement were thought to be important at all levels. The complexity of the
central message of the HRSS was nicely paraphrased by the statement that what people needed to
be told was that their identifiers were taken to minimise the use of identifiers:

we take your identifiers to minimise the use of identifiers, which is a complex message to get
across.
(Stakeholder 9)

Issues of ethics and governance were mentioned throughout the interviews. This was not just in
relation to the importance of its existence but also of communicating it to all the stakeholders. It was
felt that if the HRSS was to succeed then it needed a strong senior sponsor who was respected and
trusted by the key stakeholders, engagement of peer networks, as well as strong PPI engagement.

The importance of patients’ perspectives was raised in relation to the development of the service. It
was felt it would be important for any future development of the HRSS to focus on communicating the
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benefits of the HRSS both for themselves, others and future generations through a range of media
such as a big advertising campaign, as well as more locally based avenues such as local
newspapers. Another idea suggested was the integration into popular media such as soap opera
story lines. A key idea was trying to get a mind shift so that clinical care and research were seen as
linked in people’s minds and in this way making the use of clinical data for research seem more
obvious. The idea of running sessions in practices about the HRSS was raised, but countered by the
idea that this may prove too time and resource intensive.

It was also thought to be important to stress what is not happening to the data, for example it is not
being sold to insurance companies.

What we don’t do is we don’t articulate what we don’t use data for, for example, so we we
don’t give it to insurance companies
(Stakeholder 8)

In relation to data safety it was felt that despite concerns following reports of losses of data from
Government, that in this respect human interactions are more of a problem than technology.

6.14 Observations at the Patient and Public Involvement Coordination Group (PPI CG)
The PPI CG met 5 times between December 2010 and April 2011 for four hours on each occasion.
Attendance and commitment to the tasks were high, interestingly the only members who did not
consistently attend were the representatives from the two practices; one practice was never
represented and the representative from the other practice resigned following attendance at two
meetings. All the other representatives, aside from those associated with the HRSS pilot in primary
care, had gone through an application and selection process while these two representatives had
been appointed by virtue of their practice’s involvement in the primary care pilot project.

The

commitment may have proved too demanding.

Presentations at the meetings stressed the strong commitment to research governance in the RCP
and by default the HRSS pilot in primary care. A key theme running through the PPI CG was the
importance of PPI representation in relation the RCP/HRSS, both in terms of conceptual development
of the RCP/HRSS as well HRSS project material. Of particular concern was that the group were only
shown the patient information pack (PIP) that had been sent out to patients after it had been sent.
The PPI CG was highly critical of the leaflet and its lack of clarity in relation to what people were being
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asked to opt out of. Their feelings about the pack could be summed up by the comment made by one
member that “I wouldn’t start from here”. There was a concern that the PIP tried to do too much in
presenting (1) the HRSS (2) the opt out (3) information on research and (4) clinical trials. It was felt it
was not clear from all this information what people were being asked to do. Another comment was
that the letter accompanying the PIP was so blandly worded so as to discourage people from
engaging. In line with comments made in the external stakeholder interviews, it was noted that just
because people don’t respond that does not mean they are happy for their data to be included.
Indeed one member of the PPI CG suggested that prior to using the data the HRSS should put up
posters explaining what was about to happen to people’s data if they had not completed an opt out
form. The PPI CG were offered the opportunity to engage with making changes to the PIP but the
general feeling seemed to be of disappointment that they had been unable to have a role in what was
seen to be a very central part of the project.
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7.

Discussion

7.1 Overview
A key finding of this evaluation was that there was widespread support for the concept of the HRSS.
Patients, staff and stakeholders outside of the practices identified a number of potential benefits of the
HRSS feeling that the initiative had the potential to positively contribute to health research and assist
in the development of new knowledge, understanding, services, and treatments.

The majority of patients were willing for their data to be shared with the HRSS so long as there were
adequate and appropriate safeguards in place to ensure the security of their health data. For most
patients sharing of their health and other personal data was not a major concern. Patients who were
concerned about their health data being shared for the HRSS pilot in primary care were typically wary
because of concerns about data-security, storage and access, with some patients voicing concerns
about their data leaving the practice in an identifiable format. Once explained, the concept of a ‘safe
haven’ was widely understood.

The fact that the HRSS was perceived to sit within the NHS was an important factor in many patients’
willingness to be involved in the HRSS pilot in primary care, as was the fact that the project had the
endorsement of their GP practice. In addition, the research active nature of the practices involved
and patients’ awareness of this were also factors that emerged as important in patients’ willingness to
be involved in the HRSS pilot in primary care.

It is however important to note that detailed knowledge about the pilot was limited to a small number
of staff members. The vast majority of patients had little clear understanding of the HRSS pilot in
primary care and were unaware, prior to the brief explanation provided by the researchers, of key
aspects of it such as the fact that the pilot would involve patient data leaving the practice in a nonanonymised form, and that data would be stored externally within the HRSS.

The PIP was the principal route through which patients became aware of the existence and nature of
the HRSS pilot in primary care. Staff, patients, PPGs and the PPI CG were all critical of the PIP.
They highlighted a need for the PIP to be amended. A number of participants raised concerns that
the PIP did not clearly inform patients about the nature, purpose, and implications of the HRSS, and
thus was not successful in providing patients with the information required to allow them to make an
informed decision as to whether or not to opt out of the HRSS pilot in primary care. In keeping with
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this, a key theme which ran through all the interviews with stakeholders from outside the practice was
the importance of maintaining good communication and engagement with all stakeholders.

The majority of patients who were sent information about the HRSS pilot in primary care chose not to
opt out of the pilot project. The use of an opt out was perceived by both patients and staff to increase
participation and reduce bias in the sample. However, there were concerns raised in interviews with
all the groups involved in this evaluation about the use of an opt out system for consenting patients
into the pilot. Participants were concerned about whether or not implicit consent to a research project
such as the HRSS pilot in primary care is acceptable. It is important to note that it was necessary to
read the Frequently Asked Questions section of the website for information on how to opt out of any
data leaving the practice and that this may have acted as a barrier to people expressing such a
decision.

In relation to any future roll out, concerns were expressed by staff about the impact on workload and
potential need for additional resources and support. Concerns were also expressed by staff and
stakeholders outside of the practices about the accuracy of data. Patients were concerned about the
potential cost of publicity and how easy it would be to recruit from non-research practices given the
patients were at a different starting point, a concern echoed in the interviews with stakeholders from
outside the practices.

7.2 Strengths and limitations
7.2.1 Strengths
We have gained the views of 50 patients and 7 key members of staff. These included patients who
stated they had opted out of being contacted about taking part in research. We have also spoken to
11 stakeholders with an expertise and interest in the use of patient records for research and have
observed at key groups involved with setting up the HRSS pilot in primary care and in relation to
patient and public involvement (PPI CG).

7.2.2 Limitations
There were only two practices involved in the pilot and these were strong research practices. This
means the practice staff were used to dealing with research projects and the patients were aware of
research, even if they had not previously taken part in it. Moreover the patients who participated were
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self-selected and were generally older and educated to a high level. It may be more difficult to
engage both staff and patients in non-research practices.

Short time scales due to the delays in receiving funding for the evaluation meant the fieldwork within
the practices was conducted over a six week period. This meant we were unable to speak to some
staff who were unavailable on the agreed day due to unforeseen circumstances in the practices.

Delays in the implementation of the HRSS pilot in primary care means the evaluation has not been
able to take account of the data extraction. This is the period when the perceived feasibility of the
project in relation to the effect on IT systems and any perceived effect on workload would have come
to the fore.
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8.

Key findings and recommendations



National Implementation of the HRSS
There was widespread support for the concept of the HRSS. The vast majority of patients
stated that they felt the HRSS was a good idea and a number highlighted potential benefits
that they felt the HRSS would bring about. 'Giving something back’ to the NHS emerged as an
important motivation for participating in the HRSS pilot in primary care.

The majority of

patients who participated in this evaluation were happy for their GP practice to share their
patient data with the HRSS pilot in primary care.

We recommend the national implementation of the HRSS programme in primary care



Patient and staff understanding of the project
Levels of understanding about the detail of the HRSS varied and very few people had a good
understanding. One patient who opted out of the HRSS stated that she would have opted in if
she had had clearer, more detailed information about the HRSS pilot in primary care.

We recommend substantial review of the HRSS communication processes.



The Patient Information Pack (PIP)
All of the participants interviewed in relation to the PIP were critical of it and most felt it was
too ‘wordy’ and ‘technical.’ Moreover, there was a feeling expressed by both the national
Patient and Public Involvement Co-ordination Group (PPI CG) and the local Patient
Participation Groups (PPGs) based in the practices that failure to get their feedback prior to
the PIP being sent out had been a missed opportunity.

We recommend a review of the Patient Information Pack (PIP) to ensure patients in
participating practices are provided with a clear account of the HRSS and implications
of involvement.



Role of the HRSS Team
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The input of the HRSS team was important in helping GPs and other staff to understand the
project and its implications for the practice. The need for clarity is likely to be even more
important with non-research active practices.

We recommend that frequent contact between the HRSS and the participating GP
practices is built into plans for moving forward.



Acceptability of the opt out system
Both staff and patients acknowledged that the use of an opt out increased patient
participation, thus reducing potential sampling bias. There was however concern about the
use of a system of opt out which was widely seen to be an ‘opt in by default’ and could not be
said to form the basis of active informed consent.

We recommend re-consideration of the opt out processes.



Patient and public involvement:
Patient representatives in the Patient Participation Groups (PPGs) in the practices and on the
national Patient and Public Involvement Co-ordination Group (PPI CG) did not feel their skills
had been fully utilised in the implementation of the HRSS.

We recommend greater involvement by patient representatives at both the local and the
national level.



Involvement of the private sector
Many patients voiced concern about the sharing of their health data, particularly in nonanonymised form, with organisations external to the NHS.

This was echoed in some

interviews with practice staff and interviews with stakeholders external to the HRSS pilot in
primary care.

We recommend any involvement of the private sector, even as a partner, in the HRSS in
the future would require careful consideration and negotiation.

UCL Research Department of Primary Care & Population Health, e-Health Unit
rd
Upper 3 Floor, Royal Free Hospital, Rowland Hill Street, London NW3 2PF
Tel: +44 (0) 20 7794 0500 ext 36747 Fax: +44 (0) 20 7794 1224
http://www.ucl.ac.uk/pcph/research-groups-themes/e-health-pub

74

9.

References

Baird W, Jackson R, Ford H, Evangelou N, Busby M, Bull P, Zajicek J (2009) Holding personal
information in a disease-specific register: the perspectives of people with multiple
sclerosis and professionals on consent and access Journal of Medical Ethics 35: 92-96

Buckley BS, Murphy AW, MacFarlane AE (2011) Public attitudes to the use in research of personal
health information from general practitioners’ records: a survey of the Irish general public. Journal of
Medical Ethics. 37(1) 50-55

Data Protection Act 1998. London: The Stationery Office

Department for Business Innovation and Skills (2011) The Plan of Growth. HM Treasury. London.
http://cdn.hm-treasury.gov.uk/2011budget_growth.pdf accessed April 2011

Goldacre MJ, Abisgold JD, Yeates DGR, Vessey MP (2010) Benign breast disease and subsequent
breast cancer: English record linkage studies. Journal of Public Health. 32(4) 565-571

Greenhalgh T, Wood G, Bratan T, Stramer K, Hinder S, (2008) Patients’ attitudes to the summary
care record and HealthSpace: qualitative study British Medical Journal: elocator
a114

Human Rights Act 1998. London: The Stationery Office

NHS. (2011) The Care Record Guarantee. Version 5. www.nigb.nhs.uk/guarantee accessed April
2011

Wellcome Trust. (2009) Towards consensus for best practice: use of patient records from general
practice for research. London: Wellcome Trust www. welcome.ac.uk/GPrecords

UCL Research Department of Primary Care & Population Health, e-Health Unit
rd
Upper 3 Floor, Royal Free Hospital, Rowland Hill Street, London NW3 2PF
Tel: +44 (0) 20 7794 0500 ext 36747 Fax: +44 (0) 20 7794 1224
http://www.ucl.ac.uk/pcph/research-groups-themes/e-health-pub

75

10. Glossary of terms:

HRSS – Health Research Support Service

NIHR PCRN – National Institute for Healthcare Research Primary Care Research Network

PCT – Primary Care Trust

PIP – Participant Information Pack

PPI CG – Patient and Public Involvement Co-ordination Group

PPG – Patient Participation Group

RCP – Research Capability Programme
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11. Appendices

1)

Gantt chart

2)

Letter about evaluation

3)

Participant information sheet

4)

Interview/focus group schedule (patients)

5)

Interview schedule (staff)

6)

Interview schedule (key stakeholders)

7)

Interview schedule (commissioners)

8)

Patient Information Pack (PIP)
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