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Executive Summary

1. Background

On 3™ December 2012, the regulation of medical doctors in the UK by the GMC underwent
its most radical reform in 150 years with the introduction of revalidation. This initiative
presents a unique and exciting opportunity to evaluate the design features of an innovative
regulatory system; in order to assure and potentially further develop revalidation as a
robust regulatory process.

The aim of this research was to develop a framework for evaluation for
consideration by the GMC encompassing suggestions/recommendations which could
capture information about the key design features of revalidation over which the GMC has
jurisdiction. The evaluation should illuminate the central processes of the policy as they play
out in practice, and generate an evidence base for examining how specific processes could
be developed or enhanced in the future. Therefore, specific objectives of the research were
to:

1. Review the current literature
2. Explore with key stakeholders the focus, purpose and potential benefits of
revalidation and its evaluation

3. Draw on the above to develop an evaluation framework

4. Outline various methods that could appropriately populate the evaluation
framework.

2. Methods

A mixed method approach was used to develop the framework. This included:
1. A narrative review of the literature in two key areas:
a. medical revalidation, relicensure and recertification
b. the effect of appraisal on performance improvement
2. Interviews/focus groups with representatives of the GMC, and other key
stakeholders including the departments of health in the four devolved nations,
patient organisations, medical bodies and employers
3. Inclusion/exclusion of arising methodological designs into an evaluative framework
underpinned by Cultural Historical Activity Theory (CHAT) as the conceptual
framework.

3. Results

A relatively disparate research literature has focused on different aspects
of the revalidation process, and little documentary evidence of revalidation’s potential
benefits moves beyond appraisers/appraisees’ perceptions of the policy. The mainstream
literature, carried out in primary care using questionnaires or qualitative interviews,
anticipates increased employee motivation and performance. A significant body of literature
explores the association between recertification in the USA and clinical outcomes. However
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this American literature cannot be translated to revalidation: in the US participation is
voluntary and is based on specialty, whereas revalidation is compulsory and generic for all
doctors. Notwithstanding these differences, there have also been claims that there is limited
evidence to establish a causal link between recertification and better patient outcomes.

Thematic analysis of stakeholder interviews (n=24) and focus groups
(n=2) revealed no clear consensus among the participants about what revalidation is
intended for or what it will achieve. Interviewees suggested that evaluating revalidation
could be “difficult” and that trial type methodologies would be problematic. Specifically it
was highlighted that the global implementation of revalidation would negate the use of
controlled studies and that revalidation judgement decisions are difficult to measure
because they are complex and do not result in definite outcomes (pass/fail). Furthermore,
performance concerns are raised about relatively few doctors, compared to the professional
group as a whole. Comparative studies would therefore be difficult to power without very
large sample sizes.

Stakeholders identified five key areas for evaluation:

1. Supporting information — Questions were identified around the quality of supporting
information; whether doctors experienced difficulty in collecting it, its impact on
practice and whether doctors were using supporting information for reflection.
Some felt that examining the paperwork required for appraisal, i.e. the appraisal
forms, would be an important way to explore some of these issues.

2. Appraisal — Stakeholders described appraisal as a “closed door”. They suggested that,
while appraisal is core to revalidation, its purpose and function is poorly understood
and varies from person to person. In order to understand the “mechanics” of
appraisal and support its future development (such as through evolving guidance)
stakeholders felt that appraisal in action should be “witnessed”.

3. RO judgement-making — Stakeholders identified the central importance of the RO
judgement-making process in revalidation. They talked of the need to understand
the RO’s “craft” as they undertake this fundamental role within revalidation.

4. PPI — stakeholders questioned the role of PPl in revalidation and the underlying
tension and uncertainty amongst stakeholders as to how far PPl should feature in
revalidation reinforced the importance of exploring this issue.

5. Sampling considerations — most stakeholders expressed a view on whether some
groups of doctors might be disadvantaged by revalidation, and how “challenging” it
might be to ensure inclusivity. Very few however offered concrete suggestions as to
how this might be undertaken. Stakeholders felt that the evaluation needed to be
longitudinal running for 3-5 years, concluding in time to inform the next revalidation
cycle.

CHAT is proposed as a conceptual framework to map together
the different dimensions of revalidation for data collection and analysis. CHAT affords an
understanding of complex activities within systems, demonstrating how systems impact on
activity (in this case revalidation activity), and vice versa. CHAT will help the GMC draw
simple messages out of complex systems.



4. The Revalidation Evaluation Framework:

The evaluative framework was developed by triangulating the core findings from the
literature, stakeholder interviews and underpinning revalidation standards, as outlined by
the GMC. Within this framework a series of important evaluation questions have been
established that could be explored by four overarching work streams. In summary:

Work stream 1 aims to capture the nature,
guantities and uses of supporting information through evaluative measures including a
literature review, a survey and semi-structured interviews with appraisees and appraisers,
audio-recording appraisal meetings and a documentary analysis of appraisal forms. These
approaches will capture how GMC guidance is being applied, what information doctors
actually collect, what information they value, in what ways they reflect and change their
practice in light of this information and how this is evolving over time.

Work stream 2 aims to explore the activity, quality and impact of
appraisal through evaluative measures including a literature review, secondary data analysis
of appraisal rates, a survey and semi-structured interviews with ROs, as well as a survey and
semi-structured interviews with appraisees and appraisers. These approaches will capture
what appraisal activity is happening, when and how GMC guidance (e.g. GMP framework
for appraisal and revalidation) is being used, and how revalidation is shaping
professionalism through the adoption of the values and principles of Good Medical
Practice.

Work stream 3 attempts to understand the craft of
ROs as they make their judgements through a literature review, a survey and semi-
structured interviews with ROs, ELA’s and other relevant personnel, and a case control study
involving doctors who have been referred to the FTP procedures. These approaches will
establish how revalidation supports the early identification of concerning practice, how
ROs make their decisions in relation to protocol, recommendation statements and
processes.

Work stream 4 explores the role of patient and public involvement in
revalidation using a literature review, interviews with key stakeholders in revalidation, and a
survey and in-depth semi-structured interviews with patients and the public. These
approaches will explore the opportunities for PPI to be reflected in revalidation processes
and the level of involvement patients and the public want in revalidation.

A mixed-methods approach is proposed for each work stream in order to address effectively
all of the proposed evaluation questions. In addition this approach would add a further layer
of robustness to the framework, as it would enable the triangulation of findings and
different perspectives.

In order to explore issues of equity and inclusivity across practice settings, and to assure
transferable findings, it is proposed that the work streams are implemented in six
revalidation evaluation centres across the four nations (England, Northern Ireland, Wales
and Scotland). The proposed sampling strategy enables the exploration of protected
characteristics in the doctor population, including categories of gender, age, ethnicity etc.,
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settings and roles, for example doctors as locums. A longitudinal design could be adopted
within each work stream, collecting data over a three year period.

5. Commissioning Considerations

Strategic decisions will need to be made by the GMC, in terms of the parts of the proposed
Revalidation Evaluation Framework that will be commissioned and the time frame. Funding
is a limitation in any research design and this will have an impact on the implementation of
the evaluation. While it is unlikely that all of the framework would be initiated as a
longitudinal study, the GMC in collaboration with academic partner(s) could make strategic
decisions about what to commission when and what should then follow.

By mapping results from initial research onto the framework informed by CHAT it will be
possible to ascertain where the gaps in knowledge are over time. Revalidation is a complex
intervention in the complex system of healthcare delivery. To this end our evaluative
framework, for consideration by the GMC, has been underpinned by a conceptual
framework that seeks to move thinking away from isolated research activities to a more
robust multi-method approach.

It is important to try to capture information about as many of the revalidation processes as
possible in order to be able to understand what is really happening as revalidation is
implemented. While any proposed method will provide useful insights into aspects of each
of the activity systems (components of revalidation) it is only with a systematic approach
over time and through a range of methods that the GMC will be able to populate evidence
across the complexity and begin to understand what is happening within and between
revalidation activity systems as they play out and interact with each other over time.

6. Conclusions

By working with the GMC and other key stakeholders, it has been possible to develop an
innovative evaluative framework that will explore key questions of revalidation policy in
action. The framework proposes a range of qualitative and quantitative methods to
understand revalidation at four key points of inquiry across revalidation activity. These
processes are: the uses of supporting information, appraisal, the judgement-making of ROs
and the role of PPl in revalidation

The mixed-methods, multi-perspective approach proposed in the framework will support
the ability to triangulate results, adding rigour to the transferability of findings into future
policy and practice. The use of CHAT as a conceptual framework acknowledges the
complexity of revalidation as activity in a complex system and the need for a combination of
evaluative approaches, rather than singular or series of unrelated measures.

This framework will allow the GMC to understand the process and early regulatory impact

of revalidation in practice and will establish opportunities by which the effectiveness and
efficiency of revalidation design features might be improved in the future.
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1.Background

1.1 What is revalidation?

Since 1858, the General Medical Council (GMC) has regulated the medical profession
through the addition of doctors’ names to a professional register.! This long-standing
historical tradition assumed that doctors would maintain their fitness to practise throughout
their careers.? In 2001 and 2004 this capacity to self-regulate was called into question when
reports arising from the public inquiries into the Bristol Royal Infirmary and Harold Shipman
were published.3 These reports demonstrated that trust alone was no longer a sufficient
guarantee of a doctor’s fitness to practise. Inside and outside of the profession the call was
made for trust to be backed by objective assurance. *

By this time the GMC were already developing plans for a new regulatory system that would
require all doctors to be licensed to practise and to have their fitness to practise reviewed
every five years: licences would only be renewed if doctors satisfied the new requirements.*
The proposed policy intervention that would guarantee objective assurance was entitled
revalidation.” In 2002, the GMC was empowered to introduce revalidation under the
Medical Act (Amendment) Order.® After a series of delays revalidation was finally
implemented across the whole of the United Kingdom in December 2012. The GMC’s aim is
that all licensed doctors will be revalidated by the end of an initial revalidation cycle by
March 2018.’

Revalidation, as it currently stands, rests on the continuing workplace evaluation of a
doctor’s fitness to practise. To maintain their licence doctors are required to participate in
activities that support revalidation.® In each workplace —a ‘Responsible Officer’ (RO) has
been appointed under The Medical Profession (Responsible Officers) Regulations 2010 Jand
The Medical Profession (Responsible Officers) Regulations (Northern Ireland) 2010. *°

The statutory duty of the RO is to ensure that systems for appraisal and the mechanisms for
collecting and holding related information are in place. The RO regulations give ROs
statutory responsibility for specified doctors to ensure that they are appraised annually.
Every five years, the RO makes a recommendation to the GMC about the doctor’s fitness to
practise informed by a doctor’s participation in five annual appraisals.'* The GMC decision
to license doctors is based on the RO’s recommendation: this is the act of revalidation. In
the event of concerns ROs are empowered to refer doctors to the GMC so that their fitness
to practise can be investigated further.®

The GMC provides doctors with specific guidelines on the supporting information required*?
and content of appraisals for the purposes of revalidation.”® During the appraisal event,
doctors are required to discuss their practice with their appraiser and use supporting
information to demonstrate that they are continuing to meet the principles and values set
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out in the GMC’s core professional guidance: Good Medical Practice.”® Good Medical
Practice requires that doctors provide supporting information across four domains:

Knowledge, skills, and performance
Safety and quality
Communication, partnership, and teamwork

P wnNe

Maintaining Trust.

Revalidation requires doctors to provide evidence of their on-going performance through
reference to six types of supporting information*2:

Continuing professional development (CPD)
Quality improvement activity

Significant events analysis

Feedback from colleagues

Feedback from patients

o s WwWN Rk

Complaints and compliments.

1.2 Why evaluate revalidation?

While the process of revalidation in terms of regulatory policy is well established, there is
little evidence about how revalidation is establishing itself and evolving in practice.
Furthermore, little is known about how revalidation might need to be better supported and
developed in the future in terms of mandated requirements, associated guidance and
local/national infrastructure.

Any lack of clarity around purpose, guidance, support networks or future policy direction
may result in unintended as well as intended consequences. As over time, these unintended
consequences have the potential to impact upon or drive the process (the policy in action)
rather than simply being the products of it."> So it is paramount that complex interventions
such as revalidation are evaluated to understand how they ‘play out’ in practice in relation
to how they were initially proposed. This also provides opportunities to further develop the
policy and associated guidance, and establish an increasingly nuanced understanding of the
impact of the intervention in relation to the desired aims.

Lessons can potentially be learned from other medical regulatory systems around the world.
A literature review conducted by the research team in the Collaboration for the
Advancement of Medical Education Research & Assessment (CAMERA)®® to examine medical
regulation across eight countries (UK, Ireland, Australia, Canada, USA, Germany, Hungary,
Italy, New Zealand) found that while there were similarities between systems, there were
also substantial differences. Notwithstanding the fact that revalidation shares a common
goal to protect the public, by encouraging doctors to maintain their clinical knowledge and



skills, professional attitudes, and behaviours through on-going assessment,'’” revalidation
remains unique in that it is a national solution, mandatory for all doctors and overseen by a
national single regulator.

The introduction of revalidation in the UK therefore brings with it a singular opportunity to
evaluate an innovative regulatory system in action. While the early development of the
medical revalidation process was piloted, these pilot schemes focused mainly on the
interaction between employer organisations and their internal systems for performance

181920 The roll out of

review and other design decisions within revalidation implementation.
revalidation over the coming years provides an exciting opportunity to identify ways in
which the effectiveness and efficiency of revalidation processes could potentially be
developed further. By engaging in evaluative research it will be possible to develop an
evidence-base of the relative merits and weaknesses of revalidation processes and begin to
explore related consequences to healthcare delivery both intended or otherwise. This new

knowledge can then be used to further develop policy and practice.
1.3 What is evaluation?
Evaluation is:

‘(the) systematic collection of information to explore effectiveness and
characteristics of programmes/interventions, to improve outcomes and to examine

worth and value’.?* %%

Evaluation can be further defined as ‘a study designed and conducted to assist an audience

hl 22:11

to assess an object’s merit and wort A variety of evaluation models are presented in

the evaluation literature. ‘Evaluation models stipulate the question that a given type of
evaluation seeks to answer; it also specifies how to set up the criteria for assessment’.* %

In general, evaluation models fall into several categories:

e process models

e outcome models

e system models

e economic models

e actor models

e programme theory models.

Early in the research, the GMC expressed a desire that the evaluation framework should be
informed by both process and outcome evaluation models: the two are briefly explained
here as is the distinction between them.

explores how programme activities are delivered. It can help to
determine the extent to which an intervention is implemented as planned and whether it
reached the target participants. The quality of implementation is critical to maximising the



intended benefits and demonstrating strategy effectiveness.”® Conducting process
evaluation activities alongside programme implementation and using the results of these
activities to perform continuous quality improvement is often overlooked.? A critical stepin
the success of any intervention is to establish that the various activities involved in
implementing the intervention are carried out as planned. Process evaluation can contain a
combination of qualitative and quantitative data collection strategies and can be carried out
with or without outcome evaluation.”

When designing a process evaluation the types of questions asked are different from those
in outcome evaluations. Typically process evaluation questions include®®, but are not limited
to:

e What intervention activities are taking place?

e Who is conducting the intervention activities?

e To what extent was the programme implemented as planned?

e Who is being reached through the intervention activities?

e What are barriers to programme delivery?

e What inputs or resources have been allocated or mobilised for programme
implementation?

e What are possible programme strengths, weaknesses, and areas that need
improvement?

e How is the programme received by the target group and programme staff?

A process evaluation may also include ‘process outcomes’. Process outcomes do not rely on
longitudinal variations in an outcome variable (i.e. the measurement of outcomes at
different points in time) but depict the status or situation of participants after taking part in
a programme.”®

‘tests a series of hypotheses concerning the intended changes by (1)
making a comparison between conditions before and after participation in a programme (2)
comparing individuals who participated in a programme with similar individuals who have
not or (3) a combination of both. Outcomes can include short-term, intermediate as well as

long term results’. 2**

By using a process evaluation model to evaluate revalidation it will be possible to assess
whether the various interconnected design features of revalidation are being carried out as
proposed, and this can, in turn, inform decision-making about potential future changes to
elements of the process, if required. An outcome evaluation model would assess the impact
of revalidation.



1.4 Evaluating revalidation from a regulatory perspective

Revalidation has been designed to drive the GMC’s statutory purpose “to protect, promote
and maintain the health and safety of the public by ensuring proper standards in the
practice of medicine” (Figure 1).%” Specifically the mechanisms of revalidation are intended

to:
1. Bring all doctors into a governed system that evaluates their fitness to practise on a

regular basis

2. Require doctors to collect and reflect on evidence about their whole practice
through appraisal

3. Focus doctors on Good Medical Practice to promote professionalism by increasing
awareness and adoption of its values and principles

4. Facilitate identifying and addressing potential concerns earlier — and before they
become safety issues or fitness-to-practise referrals

5. Support ROs to fulfil their statutory function of advising the GMC about the fitness to
practise of their doctors.

Figure 1: Revalidation from a regulatory perspective
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The key design features of revalidation are outlined in Figure 2. While revalidation is a
regulatory mechanism governed by the GMC its effective implementation requires the GMC
to work in partnership with the NHS and its clinical governance systems. There are design
features that the GMC have direct control over, i.e. the GMP framework for appraisal and



revalidation, the supporting information requirements and the RO protocol, but there are
also areas which they do not, i.e. clinical governance systems and the actual oversight of
appraisal. The design features owned by the GMC are highlighted in yellow.

Figure 2: GMC design features of revalidation
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1.4.1 Aims & objectives of evaluation

The aim of this research was to develop a framework for evaluation for consideration by the
GMC encompassing suggestions/recommendations which could capture information about
the key design features of revalidation over which the GMC has jurisdiction. Such evaluation
should illuminate the central processes of the policy as they play out in practice and
generate an evidence base for examining how specific processes could be developed or
enhanced in the future. It looks in particular to examine the value added to existing
structures of supporting information, appraisal, recommendation processes and the role of
PPI. Specific objectives of the research were to:
1. Review the current literature
2. Explore with key stakeholders the focus, purpose and potential benefits of
revalidation and its evaluation
3. Draw on the above to develop an evaluation framework
Outline various methods that could appropriately populate the evaluation
framework.

The methods utilised to address these objectives are delineated in the following section.



2.Methods

A mixed methods approach was used to inform the development of the framework. This
included:
1. a narrative review of the literature in two key areas:
a. medical revalidation, relicensure and recertification
b. the effect of appraisal on performance improvement
2. interviews/focus groups with representatives of the GMC, and other key
stakeholders including the departments of health in the four devolved nations,
patient organisations, medical bodies and employers
3. inclusion/exclusion of arising methodological designs into an evaluative framework
underpinned by cultural-historical activity theory (CHAT) as the conceptual
framework.

2.1 Literature Reviews
2.1.1 International literature on revalidation, relicensure and recertification

A narrative approach to the literature review was considered most appropriate in order to
investigate the impact of medical regulatory interventions as it describes and synthesises
existing evidence.”® The search strategy involved combining scoping searches of Google
Scholar and Medline, with the CAMERA research team’s expert knowledge of the field. This
was then supplemented with ‘ancestry’ and ‘forward citation’ searches where appropriate.
In ancestry searches, the reference list of a relevant article is scrutinised to identify
additional relevant citations.?
identified citation or reference and tracks its after-life to identify which other subsequently

published sources have cited it.

In a forward citation search, the researcher takes an

2.1.2 International literature on the effect of appraisal on doctors’ performance

In the case of the international literature on the effects of appraisal on doctors’
performance, our narrative review synthesised empirical literature on the appraisal process
within the remit of medical regulation. The literature was reviewed between 2007 to the
present and updated a previous review by Overeem et al.*® Overeem’s study reviewed the
effectiveness and feasibility of methods of formative assessment used, in routine practice,
to assess the performance of individual doctors: in eleven studies, the use of portfolios or
appraisal were investigated.g’l'41 The search strategy involved combining scoping searches of
Google Scholar, Medline and EMBASE for the period 2007-2013. These were searched using
combinations of the following free-text search terms: ‘appraisal’, ‘performance’, ‘medicine’
and ‘effectiveness’. The following MESH search terms were also used: ‘employee
performance appraisal/’, ‘empirical research/’. The results were combined with the CAMERA
research team’s expert knowledge of the field and then supplemented with ancestry

searches and forward citation searches where appropriate.



2.2 Interviews/Focus Groups with Stakeholders

Scoping interviews and focus groups were undertaken with principal stakeholders in
revalidation to consider what was important to them in any evaluative framework for
revalidation. Engaging stakeholders is an important step in any evaluation.*?

Interviews continue to be a source of valuable information for social researchers; although
the use of interviews as a ‘technology for eliciting a range of psychologically and
linguistically interesting responses'43: 218 has been reassessed. The revised view is that
interviews are: ‘arenas for interaction between two or more parties...analysing them in the
same way that we might a telephone conversation between friends or the cross-

examination in a court room.’*% %18

Rather than negating the presence and input of the interviewer, the revised view actively
acknowledges dialogue taking place. This dynamic and inherently dialogic element is also a
feature of focus groups.

Focus group methodology is ‘a method that facilitates the expression of criticism and the
exploration of different types of solutions is invaluable if the aim of research is to improve

services’ .44 300

The composition of the focus groups was guided by the literature review. Focus group
research is an excellent method for eliciting respondents’ opinions, feelings, beliefs,
experiences and reactions.” The dynamics of a group context can elicit a wide range of
responses that can then be discussed by the participants: thus can be useful in revealing
where there is consensus or disagreement. This method is often frequently used to capture
potentially diverse and complex perspectives.

A semi-structured approach was undertaken in the interviews and focus groups to allow
participants to talk freely but with focus. The interview schedule has three sections
(appendix 1). The first explored with participants was the purpose of revalidation and how
they thought its implementation might change or shape healthcare. The second focused on
developing measures that might be used to evaluate revalidation; in particular, the five
domains outlined by the GMC and how revalidation may differ for various groups of doctors.
Finally, the third section invited interviewees to prioritise their ideas and to consider an
appropriate timeframe for evaluation. The focus group schedule was a shortened version of
the interview schedule and focused on questions 3, 4, 6, 7 and 9 (also appendix 1).

The participants were identified as principal stakeholders i.e. people or organisations with a
stake in the revalidation process including: appraisers, appraisees, responsible officers,
patient groups, relevant GMC departments, the Care Quality Commission, the Royal
Colleges, the British Medical Association, Ethnic Minority groups and the Departments of
Health. Participants came from all four of the devolved nations. A purposive sampling
strategy was adopted*® and the research team developed a list of potential interviewees:
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this was further developed in discussion with the GMC, who also provided the names of
individuals in a number of organisations who might be approached.

Ethical approval for the research was granted by the Plymouth University Faculty of Health,
Education and Society Research Ethics committee (appendix 2). A later amendment was
made to allow for the focus groups (appendix 3). The application process involved
completing an in-depth application form (appendix 4) outlining the purpose of the research
and its ethical implications as well as the development of the study information sheet
(appendix 5) and consent form (appendix 6) for participants.

A joint letter of invitation from the GMC and the CAMERA research group was developed
and sent to potential participants (appendix 7). The letter included the approved
information sheet and consent form.

Twenty-four individual interviews and two focus groups were conducted with stakeholders
between June and September 2013 (appendix 8). The first focus group involved 8
participants from across different departments of the GMC. The second was with three
participants from the GMC ethnic and diversity working groups. The interview and focus
group data were analysed using a thematic analysis.*’ Detailed notes were taken of the
emerging themes and triangulated within the team.

The data generated from the interviews and focus groups and the literature reviews
(presented in the following section) were then triangulated and augmented with the
expertise of the research team to develop the proposed evaluation framework.

2.3 Cultural Historical Activity Theory (CHAT)
2.3.1 Framing revalidation as activity in the wider system of healthcare

There are a number of potential frameworks available within the policy and wider
educational literature that might help researchers decide what and how revalidation could
be evaluated. In policy research, simple frameworks have been developed that seek to
understand ‘actors’ (individuals and organisations) as a triangle of context, content and
process within policy implementation.48

In the development of this framework, we have proposed that any approach to an
evaluation should have the potential to bring together the many strands of evaluative
research ideally needed to fully understand revalidation. Drawing on policy impact®® and
social discourse theories,* Cultural-Historical Activity Theory (CHAT) is one such theoretical
framework. CHAT* is presented as ‘an integrated road map for educational research and
practice’50 and has been frequently adopted by workplace theorists®® including in
medicine.’® CHAT theorises that people continually shape, and are shaped by, their social
and cultural contexts.



CHAT is relevant to examining revalidation because it provides an accessible and flexible
framework with which to identify and examine interactions, as well as components of, a
system as it is implemented. Engstrom’s53 summary of an activity system forming the basic
unit of analysis in activity theory is shown in Figure 3. We have adapted it here to
demonstrate its applicability to revalidation evaluation, by exploring just two of four
possible work streams we present later; the interrelated systems of appraisal and RO
judgement-making, within the ‘practice’ of revalidation.

Figure 3: Engestrom's diagrammatic illustration of activity theory adapted for revalidation
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delivering & Trusts, MSF rules patients delivering &
supporting appraisal Medical supporting ROs

Royal Colleges

In this model, Artefacts are mediational means or instruments (e.g. an adopted ePortfolio),
employed by the subjects (doctors and ROs) to achieve the object (revalidation). The object
is the central issue to which activity is directed (revalidation), which leads to an outcome
(the desired series of changes e.g. earlier identification of doctors in difficulty), as a
consequence of activity, appraisal and or ROs judgement making.

The community comprises multiple individuals and/or sub-groups who share the same
general object of delivering revalidation. Our communities include patients and the public,
practising doctors, appraisers, ROs and wider stakeholders such as CEOs and Royal Colleges
etc. The division of labour or roles refers to both the horizontal division of tasks between the
members of the community and to the vertical division of power and status. Engestrom
intended that rules refer to the explicit and implicit regulations, norms and conventions that
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constrain actions and interactions within the activity system.>® These rules are both explicit
in medical regulation and convention, and implicit in professional and institutional culture.

Understanding activity such as appraisal or RO judgement-making within a system is as
much about understanding the interactions between all of the components within and
between systems (as well as the components themselves). This is illustrated by the multiple
arrows on the activity system (Figure 3). So, while the main activity is seen across the middle
of the triangles with subjects (doctors or ROs) undertaking activity (appraisal or judgement
making) to achieve an object (revalidation) and ultimately potentially a series of regulatory
outcomes there are important interactions between all the components.

It is important to try to capture information about as many of these practices as possible, in
order to be able to understand what is really happening as revalidation is implemented.
While any proposed method will provide useful insights into aspects of each of the activity
systems (components of revalidation), it is only with a systematic approach over time - and
through a range of methods - that the GMC will be able to populate evidence across the
complexity and begin to understand what is happening within and between revalidation
activity systems as they play out and interact with each other over time. CHAT will help the
GMC draw simple messages out of complex systems.

Activity theory is also helpful in evaluative models in terms of its optimism towards positive
change, in that subjects, objects and artefacts may be modified through action. It
encourages people with fixed characteristics (attitudes, demographics and abilities) to
achieve new things. Part of this for example might be about rethinking the tools at their
disposal; techniques (like an appraisal meeting) which could be seen differently, rather than
as a tool to achieve a positive outcome rather than simply as a set of rules to be followed.
This provides an opportunity for the evaluation to interactively shape revalidation and not
just simply observe it.
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3.Results & Discussion

In this section we set out in detail the results that arose from the literature reviews and
stakeholder interviews.

3.1 Literature Reviews
3.1.1 International literature on revalidation, relicensure and recertification

Despite its importance in policy terms, the research literature on medical revalidation,
recertification or relicensure is limited. This observation is corroborated by a recent
literature review conducted by the CAMERA research team for the Medical Council of
Ireland on the maintenance of professional competence arrangements in Australia, Canada,
Germany, Hungary, Italy, New Zealand, the UK and the USA.*® That review revealed a dearth
of rigorous empirical research that specifically evaluates medical regulatory interventions
including their potential impact on professional practice, quality improvement and patient
safety.

In the UK, a diverse research literature exists on different aspects of the revalidation process.
Some specific examples include I\/Iugweni’s55 work on appraisal (discussed in following
section 3.1.2), Wright et al.’s research on multisource feedback,”® Murphy’s examination of

insightful practice,”” and Ivers et al.’s work on quality improvement activities. >

Wright et al.”® investigated the psychometric properties of two questionnaires developed to
provide multisource feedback to doctors from patients and colleagues. The study involved a
cross-sectional design in 11 UK healthcare organisations from 2008-2011. Using the General
Medical Council Patient Questionnaire (PQ) and Colleague Questionnaire (CQ), patients
(n=30,333) and colleagues (n=17,012) rated the professional performance of 1,065
practising doctors. The factors influencing patient and colleague responses on questionnaire
items were explored using regression modelling. The study found that while the
guestionnaires demonstrated satisfactory internal consistency, test—retest reliability, and
convergent validity, patient and colleague ratings were heavily biased toward favourable
impressions of doctor performance. The authors concluded that multisource feedback
obtained using these questionnaires should not be used in isolation to inform decisions
about a doctor’s fitness to practise medicine.

Murphy et al.’s®’ study tested a method in which 60 general practitioners (GPs) and 12 GP
appraisers, in the Tayside Region in Scotland, were assessed on their reflection and
response to a set of external feedback. Facilitated by a website called Tayside In-Practice
Portfolio, GPs collected specified data on patient and colleague opinion, open book self-
evaluated knowledge test and complaints. External practice-level data including clinical

quality and prescribing safety was also generated and provided to the GPs. GPs were then
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asked to reflect on this specified suite of feedback in a portfolio to be submitted for
appraisal. In order to ensure the content validity of the feedback and whether it covered the
required GMC attributes of Good Medical Practice, GPs' carried out a mapping exercise
before and after the study to assess the feedback tool’s capacity to test the GMC attributes.
GPS then underwent appraisal and GPs' professionalism was examined by their appraiser s
assessment of their level of insightful practice. This was defined as: engagement with,
insight into and appropriate action on feedback data. Using Generalizability theory, the
reliability of GPs assessment of their insightful practice and subsequent recommendations
on GPs' revalidation by face-to-face and anonymous assessors were investigated. The study
found that face-to-face assessment was unreliable. Anonymous global assessment by three
appraisers of insightful practice was highly reliable (G=0.85), as were revalidation decisions
using four anonymous assessors (G=0.83).

lvers et al.”®

conducted a systematic review to evaluate the effect of audit and feedback on
the behaviour and performance of healthcare professionals. The review found that audit
and feedback generally results in small but potentially important improvements in
professional practice. The effectiveness of audit and feedback is dependent on baseline

performance and how the feedback is actually provided.

However the majority of existing research relevant to medical revalidation is from the US,
where the broad equivalent of medical revalidation is Maintenance of Certification (MOC).>*
0 Sponsored by the American Board of Medical Specialties (ABMS) and its 24 member
boards, MOC requires that most medical specialists recertify on a periodic basis — mostly
every 10 years. **However, unlike revalidation, MOC is not compulsory and the retention of
a doctor’s licence to practise is not dependent on successful participation.

MOC schemes differ for each specialty board, however all consist of four core componentsslz
1. Evidence of professional standing: A doctor must hold a valid State Licence.

2. Evidence of lifelong learning and self-assessment: This continuing medical education
component specifies that doctors must participate in the educational and self-
assessment programmes that fulfil specialty-specific standards agreed by their
member board.

3. Evidence of cognitive expertise: Through formal examination, doctors must
demonstrate that they have the fundamental, practice-related and practice
environment-related knowledge to provide quality care in their specialty.

4. Evidence of performance in practice: Doctors are evaluated in their clinical practice
according to specialty-specific standards for patient care. Doctors are asked to
demonstrate that they can assess the quality of care they provide compared to their
peers and national benchmarks and then apply the best evidence or consensus
recommendations to improve that care using follow-up assessments.
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The research on MOC falls into three main categories.®” The first category explores whether
there is a link between MOC and improved clinical performance and outcomes. Many
studies have found that physician engagement in MOC activities is associated with
enhancement in clinical competence, improvement in care processes and the gathering of

63-73
k.

valuable patient feedbac However a systematic review exploring the relationship

between the certification of physicians and clinical outcomes, published in 2002, was
inconclusive.”* The review identified 13 papers’>® containing 33 separate relevant
outcomes published between 1966 and 1999. Of the 33 findings, 16 demonstrated a
significant positive association between certification status and positive clinical outcomes,
three revealed worse outcomes for certified physicians and 14 showed no association. But
while the majority of studies showed a link between MOC and improved clinical
performance and outcomes, these studies were almost exclusively observational and cross-

sectional in nature and therefore fail to prove causation.®® ®

The second category of research on MOC investigates support for MOC programmes. A

growing body of literature suggests that the publicgo'94 68,71,

95-103

, as well as doctors, support MOC.
However there are dissenting voices in the literature. The experts against MOC agree
that the concept of recertification is sound but disagree about the process.104 MOC draws
strong criticism from physicians who assert that MOC is too expensive and the process too
time-consuming.?® There is concern about the requirement that a secure examination (one
of MOC's four components) be completed without access to outside sources of information.
This condition contradicts what medical students and residents are currently taught: that
they should take advantage of the best sources of information rather than rely entirely on
their memory.®® MOC is also criticised for what is called the “grandfathering issue” and
there are calls for all physicians to have to recertify. In most specialities existing physicians
were “grandfathered” into Board MOC programmes and received time-unlimited
credentials and thus do not have to re-certify every ten years. Among physicians who are
currently board certified by the American Board of Internal Medicine, approximately 23% of
those less than 70 years of age are either not required to or have chosen not to recertify.®
This demonstrates an inequality in the system. There are calls for all physicians be held to
the same standard and demonstrate on a regular basis that their medical knowledge is up to
date.’®

The third category of research on MOC explores its educational principles. The body of work
demonstrates how the latest principles in adult learning such as self-directed practice
improvement modules, simulations and interactive workshops are being incorporated into
MOC activities 63-65, 68, 97, 98, 106-110

While it would be desirable to draw on the MOC literature to inform an evaluative
framework for revalidation, its value/relevance/transferability is limited. Firstly the MOC
literature fails to provide any studies that prove causality e.g. that with the introduction of
MOC, doctor’s performance or patient care has improved as a direct result. This is because
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the MOC research is confounded by the lack of randomisation. MOC doctors have better
outcomes but they are a self-selecting group as they have chosen to undergo the MOC
process. Therefore causality cannot be demonstrated.

Other important differences between the two systems include that while revalidation has
been informed by the Medical Royal Colleges, it is implemented by the UK’s medical
regulator, the GMC. Lastly, decisions on a doctor’s fitness-to-practise are initially made at a
local level and are woven into the appraisal process and NHS clinical governance systems.

In conclusion, the aim of this literature review was to identify research on medical
revalidation, relicensure or recertification that could inform the design of the evaluation
framework. Key findings relevant to the development of the framework were identified.

1. A diverse research literature exists on different aspects of the revalidation process
however there is no comprehensive up-to-date evidence synthesis on each aspect of
the revalidation process. This includes the six pieces of supporting information (1.
CPD, 2. quality improvement activities, 3. significant events, 4. feedback from
colleagues, 5. feedback from patients and 6. review of complaints and compliments)
and appraisal itself. Synthesising the existing literature on these areas, particularly
around their potential effect on doctors’ performance, would provide an evidence
base that would help inform decisions about the development of revalidation and
would help prioritise the secondary research agenda in these areas.

2. The review as reported in this report has identified a large body of literature
exploring the association between MOC and clinical outcomes; however this
research does not provide any directly useful insights into causation or the causal
mechanisms at work in regulatory processes. Rigorous in-depth qualitative methods
could address this issue, and would generate the rich data necessary to understand
the process of regulation in practice.

3.1.2 International literature on the effect of appraisal on performance improvement

Building on a wider scoping review, the purpose of this more concise narrative review was
to update the Overeem et al.®® review published in 2007. Overeem et al’s review
investigated the effect of appraisal (and other assessments) on doctors’ performance. They
found that the majority of doctors undertaking appraisal were satisfied with their evaluation
and reported performance improvements. Since that review there have been a number of
other studies published.

In 2008, Colthart et al.,*™* published a cross-sectional study of GPs that investigated the
outcomes of GP appraisal and whether it resulted in changes in medical practice, education
and learning, career development, attitudes to health and probity, how GPs organise their
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work and their perceptions of the overall value of the process. The study found that
appraisal can have a substantial effect on all aspects of a GP’s professional life. In particular
those GPs who placed a greater value on the process reported a sustained benefit in the
management of their professional development; although some GPs perceived little or no
benefit."!

A small study by Wakeling et al.}*?

also in 2008 used qualitative interviews to explore the
views of 18 GPs on appraisal in Scotland. They found that the majority of interviewees
obtained some benefit from appraisal. This mostly related to the development of learning
needs and the support experienced through a confidential discussion with a colleague.
Direct impact on clinical practice was described as limited. There were mixed views as to
whether appraisal should become more summative, about the appropriate level of
challenge and the standard of evidence required. The majority of GPs were complimentary
about the skills of their appraiser and felt that appraisal by an appraiser from a different

specialty would not be as useful.

In 2009, Zolle™? used a questionnaire study of GPs to explore the educational impact and
quality of the appraisal at a primary care trust in Wessex. The study found that appraisees
reported a growth in confidence and feeling valued in their jobs. They also reported an
improvement in overall patient care which contributed for some in a postponement in

retirement.**®

A study by Finlay(2009) also investigated the attitudes of GPs towards the appraisal process

and its impact on their learning, their practice and their CPD.'**

The key findings, of their
postal questionnaire in West Kent, were that 47.5% (n=131) of doctors said that
participating in the appraisal process had enhanced their learning, 40.2% (n=111) thought
the appraisal process had resulted in an improvement in their practice and 55.8% (n=154)
stated that the appraisal process had encouraged their CPD. The thematic analysis of
gualitative data generated in the open questions in the questionnaire highlighted that it was
crucial that participants viewed appraisers as respected peers. Independence in appointing
appraisers was considered to be important. However respondents felt the appraisal process
was time-consuming and that ‘protected time’ was necessary to complete the paperwork
and CPD engagement. The authors concluded that in order to maintain the confidence of
patients and doctors, it was important to ensure the quality, consistency and the nature of

appraisal.

In 2011, Mugweni conducted a literature review on the benefits that GPs thought appraisal
had to offer.>® GPs recognised that appraisal provided the opportunity to reflect on their
personal development, and promoted their educational activity. Eight studies were
included®® 111 12 114119 offering both quantitative (n=4) and qualitative analysis (n=5) of the
perceived benefits. This review found that there was a strong perception that appraisal

promotes changes in clinical practice and offers other benefits such as mentorship and
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motivational support for the doctor. The review concludes that GPs, and patients, would
continue to benefit from the appraisal process after the revalidation is introduced.

In conclusion, there have only been a limited number of small studies exploring the impact
of appraisal on performance and patient outcomes. Relatively little empirical evidence of
revalidation’s potential benefits exists, beyond opinions of its value from appraisers and
appraisees. Most of the literature expects increases in employee motivation and thus
performance improvement: including changes to levels of insight, reflective activity, and
motivation which should all be considered as legitimate outcomes of the appraisal
process.”® Most of the research has been carried out in primary care settings and has been
mainly limited to cross-sectional studies using questionnaires or qualitative interviews. The
use of observational techniques to witness and capture what actually happens in the

appraisal meeting would address many of the substantial knowledge gaps that exist.

3.2 Analysis of stakeholder interviews & focus groups
The analysis of the stakeholder interviews and focus groups highlighted a number of key
themes. These are presented under the following headings in this section of the report:

What is revalidation for and how might it be evaluated?
Supporting information

Appraisal

RO judgement making

Influence of practice settings and roles

Patient and public involvement

Professionalism

Unintended consequences

L oo N U WM

Timeline for evaluation
10. Measures — qualitative or quantitative
11. Summary of thematic analysis of interviews

3.2.1 What is revalidation for and how could it be evaluated?

There was no obvious consensus among the participants about what revalidation is
intended for or what it will achieve. This was as true of those who support the idea of
revalidation as it was of those who are more sceptical of its aims. Some felt the aim of
revalidation was to drive up standards in the practice of medicine:

“To raise clinical standards: It’s not a particularly complex view of it.”

“IA] mechanism that the individual doctors cannot avoid and must cooperate with ...
it is @ means to ensure proper standards of practice.”

Others thought it would provide a mechanism to identify or deal with poor performers:
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“I think you have got a minority of doctors who are not very good and no one has
really known what to do about them. | think what revalidation will do is it will give
Trusts the mechanism and the infrastructure to deal with poorly performing doctors.”

Many believed it was about providing reassurance to the public and that doctors are up-to-
date and fit to practise:

“It’s supposed to be helping the public feel confident that doctors are doing the right
thing, that they’re safe to practise and patients are properly looked after ... | think it
has a lot more to do with doctors being fit to practise and helping to develop doctors
to become more reflective ... and picking up issues before they become concerns.”

A number of participants felt the arrival of revalidation was no guarantee that professional
behaviours or standards of practice would change. Some felt the procedural elements of the
revalidation process had the potential to be circumvented or undermined and to become a
‘tick-box’ exercise or a form of paperwork compliance 121,122,

“Just because you collect the data you have to tick boxes doesn’t necessarily tell you
that much | don’t think, | think it ticks the boxes it keeps everyone happy.”

“I suppose it could change healthcare ... if it’'s working properly and it’s more than
simply a tick box exercise...it should shape healthcare because it should shape
practitioners.”

When strong proponents of revalidation were pressed to suggest measures to evaluate
revalidation, they were less assured in their responses. What all those interviewed did agree
upon is that evaluating revalidation is “difficult”. In particular there was significant
agreement that trial methodologies would be very difficult. Potential outcome measures
such as patient mortality present many challenges, in that trends are already established
and it would be hard to prove any future change in the trend was caused by revalidation:

“We need to look at how [revalidation] can bring improvement in patient care, and
actually | don’t think that’ll be measurable in the current structure because | don’t
think that revalidation as it’s designed will actually quickly produce identifiable
benefits in patient care. It might bring some but | don’t think it’ll bring big
measurable benefits quickly.”

Referring to clinical care improvement:

“You’re never going to prove it. You may have two parallel lines on a graph showing
improvement but to actually say it’s due to revalidation | think the people who are
pushing that irrevocably, if that’s the case, are doing it for political reasons not
because clinically you can prove it.”

18



Another participant, when asked about how he might evaluate revalidation, expressed
these reservations:

“It depends what you mean by evaluate ... I've got a really deep scepticism that you
will be able to find a measurable impact on fitness to practise through the
achievement of the proxy markers. By which | mean how would we measure
improvement of fitness to practise? The only way | can think of is by a reduced
number of doctors going through fitness to practise procedures, in other words more
people being identified and remediated in advance and yet so few doctors go through
fitness to practise procedures that I’'m not sure that any change in those numbers is
going to be significant.”

Another participant noted, in a similar vein:

“What we have to say is well, okay, what is it we think revalidation is going to
change amongst these doctors and how big a change can be legitimately estimated it
might be? And then go from there and that’s difficult because | don’t think the things
you’re trying to change are necessarily easily measurable through the dataset that
will be collected from revalidation.”

Others were less sceptical and took a pragmatic view. While some were specific about
where to look and the methods that might be used to evaluate revalidation; others could
suggest where to look but were vague on precise methodologies:

“I think we need to have a measurement tool that measures whether performance of
an individual doctor is reflected in their behaviours when working within a team. So,
for example, the surgeon that is difficult to work with, will only do things in their own
way and that is not conducive to a safe environment in which to be able to do that
procedure, so we need to see whether colleague feedback is telling us something.”

“I think the only way to get quite specific information is through most of the
qualitative work, ...ask people about how they feel about revalidation, ... what work
they did because of revalidation and what behaviours they feel they changed.”

I think numbers is not relevant. What is relevant is competencies and | think that to
go back and re-evaluate people in the workplace, as we do our trainees, is probably
appropriate for senior doctors as well.”

“I think you could design some interesting studies that use quite a bit of the routine
data of the appraisal and revalidation process in order to measure something.”

These four observations reveal the diversity of opinion among the participants as to where,
in the revalidation process, we might go to unearth data that would be useful in any
evaluation. These observations also remind us of the amount of information that
revalidation and clinical governance generates. However what was also evident from the
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interviews, and this was a specific question on the interview schedule, was the lack of
existing datasets that could be used to effectively evaluate revalidation.

As we move on to consider what the participants had to say about ‘supporting information’,
guestions about the quantity and quality of the information generated and used in the
revalidation process are common.

3.2.2 Supporting information

The research participants felt it was important to evaluate the supporting information that
doctors are required to collect. In particular, there was some agreement around evaluating
the quality of supporting information that doctors are required to bring to appraisal;
whether doctors experienced difficulty in collecting each type of supporting information;
which type of supporting information impacts most on practice; and whether doctors were
‘reflecting’ upon their supporting information:

“We need to know ‘Is any of this of any value and what is the quality of this
evidence?’, ‘What’s the quality of the supporting information that doctors are
bringing?’ ... ‘How much evidence do you need to bring?’, ‘How much work do you
need to do to show that you’re up-to-date and fit to practise?””

In making this observation the participants demonstrate they are alert to how the
revalidation process might alter as it translates from policy to practice. They recognise too
that numbers can be manipulated and decontextualized, and that ‘supporting information’
is equally malleable:

“There’s something about the quality of evidence which | think is really interesting
because, obviously, you’ve only got to tick the box to say you’ve included it and there
are very minimal requirements now for anyone to demonstrate any advanced
reflection on their data.”

To evaluate effectively, it is important that the paperwork required for appraisal — the
appraisal forms - are examined. This was felt by many interviewees to be an important way
to explore how policy becomes practise:

“What I'd do is I’'d go through an appraisal form as it is at the moment ... to see
whether ... doctors [are] adhering to what is required for appraisals. So you’d look at
each section and you’d take a sample of doctors and you’d look at whether they are
completing [it]. For example, if they’re providing the supporting information are they
providing clinical audits or discussion groups summaries? And so you’d go through
each of the different sections and see quantitatively whether doctors are actually
complying.”

Clearly, the context in which these documents are created is significant and any analysis
must be done in conjunction with other information arising from the appraisal event.
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Together, an analysis of appraisal and the supporting documentation makes for a strong
evaluative procedure. Indeed, the participants were agreed that because appraisal was
central to revalidation, it was central to any evaluation of revalidation.

3.2.3 Appraisal

In accepting that it was important ‘to evaluate whether revalidation is bringing all doctors
into a governed system that evaluates their fitness to practise’, participants were
unanimous in recommending that appraisal rates across the four nations be examined.
Many also felt that some method of “witnessing” appraisal was required: “we have to get
into the appraisal room”, to “get behind the closed door of the appraisal.”

Another observed that much of the revalidation process is currently beyond the gaze of
researchers, observers, and regulators; and that this warrants the need for inquiry. One
participant summed this up by posing the simple but challenging question:

“What goes on in the revalidation encounter?”
Another pointed out that:
“It’s a very closed discussion.”
While someone else remarked upon the potential for variation:

“Appraisals can be anything from a tick-box exercise to actually something really
beneficial and meaningful. So | think it really does rely on not just the fact that it’s
taken place but the experience of the person that’s being appraised, the experience
of the person doing the appraisal, what it covers and again that’s an interesting idea
to film the appraisal because that gives you a lot of information all in one go
although | would imagine it would be quite nerve-racking ... these things are only as
good as the people doing them and the level of engagement.”

The lack of knowledge around how appraisers and appraisees use and interpret supporting
information during the appraisal, and how decisions or outcomes are negotiated was seen
as problematic:

“When the appraiser receives the information in the six elements as | call it, is that
adequate in terms of assisting them in coming to a decision whether to say ‘yeah
okay’ or ‘no sorry there’s a problem.’ ... Is the quality and the quantity of information
being given to the appraiser fit for purpose to help them make their decision. [At] the
other end of the scale ... how easy is it for doctors to collect that supporting
information?”

The value of digitally recording appraisals to capture the details of the interaction, either
through the use of video or audio recording was heavily supported by participants. The
likely resistance to the recording of appraisal was also recognised:
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“It is challenging ... but it is also evidencing that someone is up to speed and fit to
practice. If we want to do that then we have to get into the appraisal room and we
have to find a way of looking at the quality of the appraisers and the types of
questions they’re asking and the follow-up questions that they’re asking in order to
make that appraisal an effective and meaningful appraisal. | can’t see how we do it
any other way ... but | don’t think we should let that put us off.”

“If you were to video a number of appraisal meetings ... over a number of years, |
mean if this project went on for three years ... you got three appraisals [with the]
same doctor, | think that’s going to be absolutely fascinating because that will show
really whether there have been significant changes in the way that doctors practise.”

The need to unpack and unpick what goes on in the appraisal room and to record the
interaction was a common refrain. Although the participants did not necessarily state it in
this way, many implied or hinted that the ‘witnessing’ of appraisal would introduce some
quality assurance - thereby safeguarding the integrity of the process and, by default, those
involved.

From a research and evaluation standpoint, the recording of appraisals would be significant
as it effectively turns the appraisal event into a digitally-fixed, ‘for-the-record’ document. As
with supporting documentation this then makes it accessible for analysis and evaluation.

Many of the participants felt that access to appraisal might discourage or uncover
subversive and collusive practices such as the “nod and wink appraisal” or ‘tick-boxing’:

“What evidence people are bringing?,[is the evidence real?], does it mean anything
to our patient? Is there a real outcome measure or is it just a ticking box and talking
shop?”

“My last appraisal had no links with clinical governance information ... it’s possible to
get a good ORSA assessment without that necessarily reflecting the reality on the
ground.”

Similarly, a number of participants were concerned that appraisers who were not of the
same clinical specialism as the appraisee might, through a lack of content knowledge, be
less well placed to reach an informed decision:

“I don’t see how a non-anaesthetist has the knowledge and skills to appraise an
anaesthetist ... it is too easy for the appraisee to pull the wool over an appraiser’s
eyes if the appraiser doesn’t come from that speciality.”

There also appeared to be a general concern over the consistency of appraisers and others
were concerned that the appraisal process was not standardised enough:
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“Some Trusts [are] operating on paper-based systems ... | visited a client recently who
sort of showed me the cabinet in the back room where all the previous appraisals and
their appraisal history is a massive cabinet in a back room ... it’s stuffed to the gills.”

The contribution of the participants indicates awareness, on their part, that the appraisal
process can be undermined at various stages. As ethnographic studies in other institutions
and organisations demonstrate, informal occupational practices often develop to shortcut

or circumvent formal rules and procedures™ ***

. Very often, as one of the participants
noted earlier, this arises through pragmatism — to make things work - rather through any
criminal or Machiavellian intent — although that too, is a factor that may well be

insufficiently recognised.

In turning to RO judgement-making, many of the concerns that are evident in the
participants’ thinking and reasoning on appraisal are carried over: notably, the similar desire
to ‘witness’ the judgement-making process.

3.2.4 RO Judgement-making

The need to evaluate the judgements that ROs make was a theme that most participants felt
was important. The participant cohort contained a number of ROs and it was useful to
examine what they, as ‘insiders’, had to say — especially in relation to judgement-making.
Here an RO describes the nature of the role:

“I'm speaking for myself, certainly each decision at the moment is something |
actually have to sit down and concentrate on.”

Another non RO observed:
“I’'m not sure exactly how the RO’s decision is made.”

Participant stakeholders had very little idea about how ROs actually reach the judgements
they make:

“l imagine it is a mechanism that takes you through the process to form a judgement
on the fitness to practise.”

Implicit in this reply is the assumption that the revalidation process steers ROs through a
dialectical process but it is not necessarily clear how it is done. One participant was
concerned about his own revalidation experience:

“The Medical Director has no clue who | am and I’'ve never done an appraisal there
so they were at a loss whom to ask when | sent them the form ... [afterwards] | was
going through it and | didn’t know the name of the person who signed it but he
signed it off saying | was a person of good standing. So it’s a completely disjointed
process.”
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A common view was that ROs, especially those in large Trusts or organisations would be
almost entirely reliant upon the decisions made by appraisers:

“l see the ROs as essentially having a rubber stamp job and it’s the appraisers that
have got the difficult job. The appraiser is the one that does the work and the RO just
basically rubber stamps it.”

“I don’t think ROs typically would look at supporting information.”

Those ROs working in small organisations were felt to have an advantage in that they are
likely to have first-hand knowledge of the doctors awaiting revalidation:

“The appraisal process only formally documents what | largely know intuitively or
actually through day to day contact.”

Some ROs did offer general information about how they set about judging a doctor’s fitness
to practise and the craft skill involved:

“Which rules are you following? ... Which documentation are you looking at?... Have
you got the right support to make the decision? | guess there’s potentially something
about following it up after the decisions as well in terms of whether the decision, |
don’t know whether anybody’s going to turn round and audit decisions whether I'll
get a phone call one day and somebody will say ... ‘okay get out all your evidence as
to why you made this decision for this person on this day.” Clearly there will be an
audit trail for those that subsequently fail.”

It was clear however, that several participants felt the quality of ROs was variable. The
unspoken implication was that this would manifest itself in the judgement-making:

“The role of the RO is actually something I’m trying to understand actually to be
honest ... there are different levels of ROs.”

To evaluate the craft of ‘judgement-making’ will, as with appraisal, require some form of
‘witnessing’. In addition, to be thorough in capturing the thinking and reasoning processes
involved — to witness the craft of the RO — any digital witnessing must be accompanied by
access to the completed ‘recommendation statements’ or ‘form 4’s’. The experience of
conversation analysts and discursive psychologists is that in the process of ‘writing up’
decisions, arguments and logical reasoning undergo a varying degree of transformation.’®.
Unravelling and understanding data of this sort is the prerogative of qualitative research — a

fact that a large number of the participants recognised:

“I think that qualitative research would also give you real insights into some of these
questions, the behaviours, reflexivity and so on they can all be explored qualitatively.”

“I think the only way to get specific information is through most of the qualitative
work.”
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“You need to analyse and compare, in my view, RO’s decisions ... and if the decision
is also to refer to remediation then we [need] to know why they’ve been referred to
remediation, was it related to their clinical practice?”

Whilst the participants highlighted the importance of analysing the qualitative aspects of
the RO’s craft, they also volunteered ways in which evaluators might maximise their
resources by suggesting how one might sample:

“I think looking at the edges will be very worthwhile.”

“Is there a higher proportion of deferrals amongst people of particular
characteristics ... that would indicate groups that ROs are struggling to deal with so
they’re always deferring them for a little bit.”

“What will happen in reality is that the majority of appraisers are going to say that
the majority of the doctors are okay so those ones are rubber stamped. So maybe you
could look at ones where the initial response from the appraiser was ‘we’ve got a
problem here’ and then to look to see how many of those, by the time they’ve been
through the hands of the RO, the RO has passed. Because you don’t know whether
the appraisers are going to err on the side of leniency or err on the side of being too
tough and similarly you don’t know what ROs are going to do. Another way you can
look at it is, how many, when the appraiser says it’s okay, does the RO say ‘hang on a

77

minute, you say it’s okay | want another look at that.

What participants appear to be advocating, both explicitly and implicitly, is that to
concentrate attention on ‘outliers’ might be a useful initial starting point for any qualitative
analysis of RO judgement-making. ‘Deviant case’ analysis, as it might loosely be termed,
looks to explain ‘variation’. Many of the participants suggested auditing Fitness-to-Practise
(FtP) cases in an investigative and qualitative way:

3.2.5 Influence of different practice settings & roles

The issue of outliers was also pertinent to the discussions on whether revalidation would
adversely affect some groups of doctors or those who work in diverse practice settings.
While most of the participants had a view, opinions were divided:

“So there’s this kind of errant population of doctors out there who are probably the
ones that represent the greatest risk to the public because they skip between
employers or they’re in and out of the country or ... they jump from locum agency to
locum agency [and] still don’t sit within a governed system ... it’s not going to capture
them terribly well ... even in the locum sector which is obviously where we can speak
the most confidently about we’ve got doctors that relate to us or just work for us
periodically and they move between agencies, it is desperately hard for those doctors
to continue practising without an appraisal.”
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“Locums | think are a special group, especially those that aren’t in agencies so people
who do intermittent work, directly employed, probably for Trusts largely that know
them but ... don’t have a single overriding employer [l] think ... there are all kinds of
difficulties in terms of the practicalities for them.”

The ‘invisibility’ of locum doctors within the revalidation process by virtue of their
occupational setting may, ironically, result in a greater visibility within fitness-to-practise
referral lists as ROs insist upon information that some locum doctors are not able to provide:

“They [ROs] don’t want to put their neck on the line. | guess we’re all being a bit more
careful now, | know we are. | guess it’s affecting everyone.”

People who take leave for a variety of reasons i.e. maternity, sabbatical were also
highlighted as groups that may have potential difficulties:

“vou mentioned maternity, can we just add, because maternity leave seems to be
singled out. There are issues like sabbatical, there are issues like the Registrar of the
Royal College, [who] could be spending 80% of their time being a Registrar and 20%
of their time doing their clinical work. | think we shouldn’t bundle maternity as a
separate issue, this is about putting that sort of group together to say how are they
going to be managed”

One participant suggested that an unintended consequence of revalidation may be to
ostracise particular groups of doctors; although he was not specific about how that might
occur:

“Far and away the very biggest concern is that we may have inadvertently introduced
a process that favours or disfavours particular groups, based not any form of medical
objective criteria, but on something else, and there continues to be concern that
black and minority ethnic doctors are heavily over-represented in GMC fitness-to-
practise procedures.”

Others were equally sure that culture and ethnic origin would not or should not be a factor
in revalidation; however, there was a realisation that implementing revalidation might be
difficult in certain sectors of the profession:

“People make a great song and dance about minority groups ... it doesn’t matter
where we come from, we’re all doctors and we have to practise to the same
standards. It’s very challenging, the most challenging of all [are] the locum doctors ...
often young people are flitting around doing odd nights here and there and getting
supporting information for those people and making meaningful decisions when
often they’re not known by anybody, that’s very challenging.”

“There does certainly have to be consideration about differences within ... how the
system is implemented, and rather than a blanket one-fits-all approach ... | would
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guess that you would need to cover, in terms of the evaluation study, a cross section
of doctors and not just in in terms of their personal characteristics but also the
settings in which they work.”

Notwithstanding that most of the participants offered a view on whether some groups of
doctors might be disadvantaged by revalidation, and how ‘challenging’ it was to ensure no
discrimination occurred; very few had any concrete suggestions as to how one might
evaluate the revalidation in relation to these “jtinerant groups” or “orphan doctors”. A
similar diversity of opinion and lack of ideas was evident in terms of Patient and Public
Involvement (PPI).

3.2.6 Patient & public involvement (PPI)

Almost all the participants recognised that the nature of healthcare and the asymmetry of
the doctor-patient relationship have changed. As one put it:

“I think it’s one clear direction of travel that we’re seeing, is that patients want to be
involved in their own healthcare, so ‘nothing about me without me.””

Not everyone felt this was a good thing. Not surprisingly perhaps, the views expressed were
factionalised and tended to reflect the stakeholder’s perspective: those with a strong stake
in patient groups were keen to see greater involvement; while doctors’ opinions varied.
One experienced doctor was forthright in his view of patient and public involvement:

“Well, | think the vulnerability of the whole process at the moment is the involvement
of patients and patient feedback and again | accept there are token attempts to do
patient feedback in terms of [requiring] twenty-five patients with feedback,
compliments and comments etc. etc. But | think there is a pretty imprecise element,
certainly for patients that | deal with in the role that | have.”

Another interviewee observed that patient public involvement was currently quite limited:

“Patient feedback is a very minority element of the overall revalidation process ... it’s
a bit tokenistic at the moment so what contribution does it make in reality to making
judgements about a doctor’s fitness to practise?”

He then proposes ways in which PPl might be increased:

“RO decisions do need to be evaluated and it’s important that in evaluating them
that part of that evaluation exercise contains a patient or patient representative
because we do, as patients, do come across on many occasions with different, very
different viewpoints. So ... any sort of framework you develop has to have in it, in my
opinion ... a framework where a patient or patient representative can sit down
alongside clinicians, the ROs or whoever it might be doing the analysis and say this is
my view of it. | mean one of the criticisms several organisations have had is that at
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the moment the system is doctors evaluating doctors, doctors appraising doctors and
| think from a patient’s point of view we need a system which includes a non-medical
patient/public viewpoint.”

For one doctor, patient and public input in the form of patient feedback was something that
needed to be part of the “evolution of the process”, but “at this moment in time it seems a
bureaucratic encumbrance that doesn’t add much value.”

One of the few practical suggestions for evaluating revalidation from the PPI perspective
involves obtaining data from the National Joint Registry:

“You can use the patient satisfaction data because they use the Oxford, Oxford New
Score | think it’s called ... anyway they use a satisfaction tool and you can check how
many revisions, can check if there’s problems with any particular joint replacements.”

Another doctor felt patient input would be beneficial but was not helped by current
arrangements:

“I think if patients are allowed to contribute to the doctor’s development ... through
feedback and | think one of the things that is not so good about the whole appraisal
revalidation process at the moment is this limited sort of five year review.”

A different participant was “gloomy” about whether revalidation would encourage patient
input:

“It would be very nice if the input of patient groups ... was greater in informing what
revalidation does. The particular group that | come from we’re very conscious that in
one of the main clinics in the country maybe in the world that deals with gender
identity problems there are some very, quite profound problems amongst the staff in
terms of their handling of the patients who go to us for advice and support so I’'m one
[who] would like to see ways of unearthing that kind of inappropriate medical
behaviour.”

Latent tension amongst the various factions involved in revalidation was evident in this
participant’s suggestion about how to increase PPI:

“One question that | raised at the meetings ... at a meeting earlier was that: ‘Why
can’t you put on the GMC website, on the online register, if a doctor’s been
revalidated?’ And the answer was ‘well that’s a bit difficult’ mainly because if you go
onto the website because if you go onto the revalidation website ... you click onto
public and patient information and there is a piece there, your doctor is registered
with us so forth, you want to see these files to on to the online register, you click on
the online register and it says nothing about the doctor going through revalidation ...
So I've suggested that perhaps we should be doing that now ... and we’ll get to a
position where if they’re not revalidated they won’t go on the register ... there’s a lot
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of talk about revalidation being for patients but | think ... more work needs to be
done in demonstrating to patients, the public, it is for them.”

The underlying tension and uncertainty amongst revalidation’s assorted stakeholders as to
how far PPl should feature in revalidation appeared to inhibit the participants’ suggestions
on how PPI could be included in the evaluation.

3.2.7 Professionalism

A similar uncertainty over the issue of ‘professionalism’ — what it is, and how one might
measure such a contested concept - also hindered the participants’ responses on that topic:

“The thing about Good Medical Practice as a sort of document is [it] is mostly
common sense and so I’m not sure whether revalidation will raise the profile of it or
not? ... Most of it is kind of really obvious stuff.”

“When you talk about professionalism it’s one of the things that | think people are
still struggling with. | think people can say when someone is being unprofessional,
not that it’s a lightly done thing.”

“Okay let’s put it another way round ... Good Medical Practice is virtually unknown
amongst patients. It’s never distributed nobody ever sees | mean who’s ever heard of
it if you’re not working in that sort of confines of the system? Whilst | think
revalidation deals with specifically with issues raised during the appraisal I'm not
sure that it deals with a more general requirement to act in a way which is consistent
with the aspirations of Good Medical Practice. And if you look at Good Medical
Practice and say ‘How can | require a doctor to comply with anything here?’ | don’t
think you can. So if you read through it’s full of very positive stuff and if you then look
through the booklet and say ‘hang on ... | don’t think my doctor’s doing X so what do |
do about it’ and there’s nothing you can do really because you’re not going to
complain to the GMC that the doctor hasn’t done paragraph seventy three.”

Those who did volunteer ideas recognised that some form of qualitative analysis would be
necessary:

“You need to get underneath what happens behind the closed door of the appraisal.
This is very definitely about whether the discussion properly covers ... the aspects of
Good Medical Practice evaluation. | mean there will be documentation there will be
appraisal documentation of some sort to establish whether those around Good
Medical Practice happened or not. The only problem is this is highly confidential, |
mean would you like another company ferreting around in your appraisal
documentation?”

“I think also by qualitative means one will get an idea of how people feel about the
process and whether they feel the reflection, whether they feel the aggregate of all
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the supporting information has been positive for them, how they feel they’ve been
changed by the process. So | think for me it’s mainly a qualitative research issue.”

“I guess one of the richest sources of how to evaluate doctor’s professionalism may
be patient feedback.”

For many of those interviewed, the difficulty in evaluating whether or not Good Medical
Practice was shaping practice was the uncertainty that, even if it was, would that equate to
professionalism?:

“I think Good Medical Practice is a set of standards which sets out what you want to
be if you’re going to be a good doctor it’s not necessarily saying there’s
professionalism. Professionalism | think is essentially about self-governance as an
individual or collective community ... I’'m trying to figure out how revalidation
connects to professionalism.”

The point was also made, on more than one occasion, that many doctors might not read
Good Medical Practice:

“There would be in some cases a sea of blank faces when we asked: Who's read Good
Medical Practice or who’s read it recently — people would look at us a little bit
blankly ... | can’t say whether it’s everyone’s bedtime reading really.”

Knowledge tests and surveys were proposed; but all recognised that doctors could revise
Good Medical Practice - and that this would still not evidence ‘professionalism’ or that they
routinely use it to shape their practice. Direct observation would be required for that. But as
has already been mentioned, the perceived difficulty with direct observation or ‘witnessing’
revalidation activity, and indeed potentially with the implementation of revalidation itself, is
that important conversations, such as in appraisal, might “choke off” what were once
perceived to be “safe” conversations. Several participants saw this as an unintended
consequence.

3.2.8 Unintended consequences

Very few of the interviewees volunteered much in the way of unintended consequences.
Whilst fear of regulatory consequences was held to be a potential inhibitor to open
discussion for some, another concern was that the obligations revalidation places upon
employers and ROs will have human resource and financial implications. One doctor
recounted how, in dealing with an issue of underperformance, his employer:

“Ended up involving a whole lot of people when we had to put the processes in place
to try and support this person they weren’t easy, so it was a question of coaching or
mentoring and then the Trust didn’t have any funds ... we ended up feeling that we
do not support our senior doctors so well so that we were good at identifying there
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was a problem but once we identified the problem putting the solution wasn’t very
easy.”

The same participant also wondered if the evaluation of revalidation were to involve the use
of crude output measures, whether this might encourage some practitioners to become risk
averse with ‘knock-on’ consequences:

“I mean when | was speaking to the senior surgeon the feeling was ‘well if this
vascular surgeon has identified that he’s got a higher mortality rate’, well many
surgeons have to operate on say abdominal aortic aneurisms and are not assured of
an ITU bed, well the simple thing would be ‘well | shall not operate unless | am
assured of an ITU bed’ well this means that waiting lists will go up.”

Several others thought that the requirements of revalidation would disadvantage those
doctors who work in places or situations where there is little governance, to the point
where a shortage of licensed doctors in these situations might occur:

“You’ve got this errant and strange population of doctors who are overseas, who are
on cruise ships, who are retired or approaching retirement, who are full-time Locums
who have never really been or haven’t been in a governed system for ages and then
can easily not be part of one because they are self-employed.”

The point being made here is that the revalidation process “favours or disfavours particular
groups based not on any form of medical objective criteria but on something else.” The
difficulty for all the participants is that the scale and aim of revalidation is such that after
less than a year, it remains difficult to determine how it will evolve.

Another participant spoke of a developing “appraisal industry”, whereby appraisees learn
how to negotiate the process to the point where they are not “actually tested or stretched
in any way.” He suggested that appraisal and revalidation had become “rather self-
contained ... without too much reference to the outside world.”

Others felt that an unintended consequence of revalidation might be to:

“Choke off the kind of open conversation that there was before because of the threat
that it might lead to a deferral or might lead to a fitness-to-practise, so | think we’ve
got to be careful there that we are clear about how an individual doctor can talk
about areas that they’re concerned about without being concerned that they will be
struck off the register.”

“I think it [appraisal] was a fairly safe, we were moving hard to make it a very safe
process, very clear about if issues were shared that needed to be taken on they would
be ... now I’'m worried that people won’t feel safe to share that.”
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3.2.9 Timeline of evaluation

Overall participants felt that the evaluation needs to run for a minimum of 3-5 years until
the end of the current revalidation cycle. This gives the process time to become established
in practice:

“Absolutely minimum three years, realistically five. The reason | say that is the
majority of doctors are going to go through this 2013 to 2016 schedule.”

“Should probably run over two or three years | would have thought.”

“I think it has to be for a minimum of five to ten years,[as] the cycle for revalidation is
five [years]. But | think a proper evaluation should take place building on evidence
that we get each year, five to ten years in the life cycle of an expensive doctor is
probably not far out.”

A more cynical view was that:

I don’t think it’ll be valid until it’s been going for at least three years and probably
five years and | think this is an important point as the GMC has definitely tried to
make it easy for itself ... the easier doctors to revalidate are being revalidated at the
beginning ... the NHS GPs, now they’re quite easy to revalidate because they’ve had
appraisal systems going for a while and they’re very very managed by the primary
care trust ... it’s the more difficult ones that are being revalidated later so if you did a
full assessment now or in the next twenty four months you’re going to get a skewed
result because everything would look better than it really was.”

All the participants were convinced of the importance of getting any evaluation right; that it
should be inclusive; and that it should be very carefully devised. The gravity of the
enterprise well captured by the interviewee who observed:

“You’ve got a great opportunity for an actual experiment and you ought to think about
how you use that opportunity.”

3.2.10 Measures — qualitative or quantitative

An enduring thread throughout was that a large number of the participants were convinced
that qualitative methodologies were essential if the interactional and interpretative aspects
of the revalidation process were to be properly evaluated:

“Is the quality and the quantity of the information ... being given to the appraiser fit
for purpose to help them make their decision?”

“You look at the standard of portfolios that are being put in.”
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A small number of participants were clear in suggesting ‘quality metrics’ as a way to
evaluate revalidation as in studying referral or deferral rates for outliers or significant
increases or decreases. Others felt this kind of measure was “crude”. Whilst metrics have
undoubted value, in isolation they provide no information about the prior decision-making
involved. As one participant observed:

“Um, one person’s borderline is another person’s good enough”

Overall, the feeling amongst these interviewees was that some quantitative methods could
still be useful and that a combination of qualitative and quantitative methodologies would
provide the best opportunity for a thorough evaluation:

“To have the qualitative information is obviously extremely beneficial in it gives a rich
a richness to hopefully identify the benefits of revalidation but just the ... quantitative
elements establishes the baseline for obviously what is a new system.”

“I've been involved quite heavily in survey development in medicine ... I'm an
advocate to some of it but I’'m one of its biggest critics.”

“If you can get hold of any of those resources to see whether doctors are actually
documenting their reflection: | think there’s a difference between reflection and
documenting their reflection. Where doctors do reflect ... they don’t actually
document that reflection which you’re asking for.”

The quality of any evaluation therefore appears to rest on the mix of methods used, and the
skill of those evaluating in choosing what areas of the revalidation process define it and will
give the greatest knowledge return.

3.2.11 Summary of thematic analysis of stakeholder interviews & focus groups

In summary, the stakeholder interviews identified five areas to focus on in the evaluation of
revalidation.

The first was around supporting information: particularly the quality of supporting
information, whether doctors can collect each type, which type of information is impacting
on practice, and the levels of reflection on supporting information. Some felt that examining
the paperwork required for appraisal, i.e. the appraisal forms, would be an important way
to explore some of these issues.

The second area to focus on was appraisal. Stakeholders were very keen to get inside the
‘closed’” door of appraisal and find out what happens in an appraisal by recording the
meeting. They also felt it was important to examine appraisal rates.

Thirdly, stakeholders felt it important to evaluate RO judgment-making, and particularly
how ROs actually make their decisions. Again, the documentary evidence ROs use to make
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their decisions e.g. form 4s, could be examined. Another evaluation measure proposed was
looking at deviant cases or ‘outliers’ i.e. doctors referred to FtP for example.

Fourthly, the underlying tension and uncertainty amongst revalidation’s assorted
stakeholders as to how far PPl should feature in revalidation highlighted the importance of

exploring this issue.

Finally, there were some sampling considerations identified by stakeholders. The majority
expressed a view on whether some groups of doctors might be disadvantaged by
revalidation, and how “challenging” it might be to ensure inclusivity. Very few however
offered concrete suggestions as to how this might be undertaken. Stakeholders felt that the
evaluation needed to be longitudinal running for 3-5 years, concluding in time to inform the
next revalidation cycle.

The findings from the literature reviews and thematic analysis of interviews and focus
groups were used to develop and inform the evaluation framework that follows.
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4. The Revalidation Evaluation Framework

4.1 Introduction

In this section of the report the proposed Revalidation Evaluation Framework is described in
detail. The development of the framework was informed, as described above, by:
a. the CAMERA team working closely with the GMC to conceptualise revalidation from
a regulatory perspective
b. literature reviews of:
(i) the impact of medical regulatory interventions on doctors’ performance in
practice e.g. MOC
(ii) the effect of appraisal on doctors’ performance in practice
c. thematic analysis of 24 in-depth interviews and 2 focus groups with key
stakeholders in the revalidation process
d. the CAMERA team’s research expertise in regulatory assessment including the use
of Cultural Historical Activity Theory (CHAT)

Thus the proposed Revalidation Evaluation Framework is a result of the triangulation of the
core findings from the literature reviews and stakeholder interviews with the standards
underpinning revalidation, as outlined by the GMC. Central to this process was CHAT as the
underlying conceptual framework. CHAT allows for an understanding of complex activities
within systems, appreciating that systems impact on activity, in this case revalidation
activity in the complex provision of healthcare, and vice versa. Within this framework a
series of important evaluation questions were established that could be explored by four
overarching work streams.

Work Stream 1 — supporting information aims to capture the nature, quantities and uses of
supporting information and proposes a literature review, a survey and semi-structured
interviews with appraisees and appraisers, audio-recording appraisal meetings and a
documentary analysis of appraisal forms. These approaches will capture how GMC
guidance is being applied, what information doctors actually collect, what information
they value, in what ways they reflect and change their practice in light of this information
and how this is evolving over time.

Work Stream 2 — appraisal aims to explore the activity, quality and impact of appraisal
through evaluative measures including a literature review, secondary data analysis of
appraisal rates, a survey and semi-structured interviews with ROs, as well as a survey of and
semi-structured interviews with appraisees and appraisers. These approaches will capture
what appraisal activity is happening, when and how GMC guidance (e.g. GMP framework
for appraisal and revalidation) is being used, and how revalidation is shaping
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professionalism through the adoption of the values and principles of Good Medical
Practice.

Work Stream 3 — RO judgement-making attempts to understand the craft of ROs as they
make their judgements through a survey and semi-structured interviews with ROs and
Employer Liaison Advisers and other relevant personnel, and a case control study involving
doctors who have been referred to the FTP procedures. These approaches will establish
how revalidation supports the early identification of concerning practice, and how ROs
make their decisions in relation to protocol, recommendation statements and processes.

Work Stream 4 — Patient and public involvement (PPI) explores the role of patient and public
involvement in revalidation and addresses the overall role of the GMC which is to “protect,
promote and maintain the health and safety of the public".27 The proposed methods include
a literature review, interviews with key stakeholders in revalidation, and a survey and in-
depth semi-structured interviews with patients and the public. These approaches will
explore the opportunities for PPI to be reflected in revalidation processes and the level of

involvement patients and the public want in revalidation.

By developing a framework centred on these core areas of revalidation ‘activity’, the
evaluation programme will generate a range of fundamental insights from different
perspectives. In addition, a mixed-methods approach is suggested for each work stream in
order to effectively address all of the proposed evaluation questions. A mixed-methods
design would add a further layer of robustness to the framework as it would enable the
triangulation of findings, particularly the different perspectives.

In order to explore issues of equity, diversity and inclusivity across practice settings and to
assure transferable findings, it is proposed that the work streams could be implemented in
for example six revalidation evaluation centres across the four nations (England, Northern
Ireland, Scotland and Wales). Importantly, the sampling strategy should aim to capture the
diversity of protected characteristics in the doctor population such as gender, age, ethnicity
etc. as wells as doctors in a variety of settings and roles, such as locum doctors, as well as
doctors in primary and secondary care. The sampling should ideally be designed to explore if
all doctors, from any background, in any role and any setting are experiencing revalidation
similarly. A longitudinal design could be adopted such as a three year period in which
different aspects of the framework could be developed. The proposed Revalidation
Evaluation Framework is summarised in Figure 4 (following page).

The methods that were investigated by the CAMERA team for the framework, but were then
excluded, are presented in Appendix 9. This includes recourse to the reasons as to why they
were excluded from the framework.

Figure 4: Flow diagram of revalidation evaluation framework
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The role of the GMC is “to protect, promote and maintain the health and safety of the public by ensuring proper standards in the practice of medicine”

Main
Evaluation In what ways do the design features of revalidation act as requlatory levers to ensure the maintenance of standards in medical practice? ]
Question
1. Bringing all doctors 2. Requiring doctors 3. Focusing doctors 4. Facilitate identifying 5. Supporting ROs
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4.2 Evaluation Questions

The GMC’s regulatory function is to “protect, promote and maintain the health and safety of
the public by ensuring proper standards in the practice of medicine”.?’ It is anticipated that
the design features of revalidation will add value to existing appraisal and clinical
governance processes, in order to achieve this end. The proposed Revalidation Evaluation
Framework is underpinned by an overarching evaluation question that addresses this

function:

In what ways do the design features of revalidation act as regulatory levers to ensure
the maintenance of standards in medical practice?

The main evaluation question encompasses the five areas based on the five objectives (or
proper standards) the GMC designed revalidation to drive. Within these five areas are a
series of sub-evaluation questions:

1. Bringing all doctors into a governed system that evaluates their fitness to practise
on a regular basis
a. Is appraisal taking place for all licensed doctors every year?
b. If appraisal is not taking place for all licensed doctors what are the reasons?
c. How are the GMC guidelines on appraisal (GMP framework for appraisal and
revalidation) being applied in practice and how might they be enhanced to
increase its impact?

2. Requiring doctors to collect and reflect on supporting information about their
whole practice through appraisal (continuing professional development, quality
improvement activity, significant events, feedback from colleagues, feedback from
patients, review of complaints and compliments)

a. How are the GMC guidelines on supporting information®? being applied in
practice and how might they be enhanced to increase its impact?

b. Can doctors collect each type of the required supporting information in their
practice?

¢. What additional supporting information do doctors bring to their appraisal?
To what extent is the quality of supporting information changing/evolving?

e. Which type(s) of supporting information has had the most impact on doctors’
practice?

f. Has the process of collecting the supporting information and the appraisal
process increased doctors’ levels of reflection?

g. Are doctors reflecting on or supported by the supporting information in
appraisal?



3. Focusing doctors on Good Medical Practice to promote professionalism by
increasing awareness and adoption of its values and principles
a. lIsthe revalidation process increasing the awareness and adoption of the
values and principles of Good Medical Practice?
b. Is the revalidation process increasing professionalism?

4. Facilitate identifying and addressing potential concerns earlier — and before they
become safety issues or fitness to practise referrals
a. Does revalidation facilitate the identification and addressing of potential
concerns earlier and before they become safety issues or fitness to practise
referrals?

5. Supporting ROs to fulfil their statutory function of advising the GMC about the
fitness to practise of their doctors.
a. How is revalidation supporting ROs to fulfil their statutory function of
advising the GMC about the fitness to practise of their doctors?
b. How do ROs make their judgements?

c. How is the RO protocol* being applied in practice and how might it be
improved?

d. How do RO recommendation statements shape RO behaviour?

While exploring these five areas that the GMC designed revalidation to drive, there is a
further important area that needs to be addressed. The overall aim of the GMC is to

727 patients are

“protect, promote and maintain the health and safety of the public....
already directly involved in the revalidation process in the provision of feedback to doctors
about their medical practice, which doctors use as supporting information in their appraisal.
However, arising from the GMC’s overall aim and the interview data, it would appear
important that a wider evidence-base be established by investigating the overall role of
patient and public involvement in revalidation. In particular to explore what the
opportunities are for PPl in revalidation and what levels of involvement patients actually
want in the revalidation process. Do they for example want to be directly involved in the
process or does the public simply want to be assured that systems are in place for their
protection? The following evaluation questions addressing these issues were therefore
included in the framework:

6a. What opportunities are there for the patient perspective to be reflected in
revalidation processes?
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6b. What level of involvement do patients and the public want in the revalidation
process?

These initial questions form the basis of the evaluation. They draw upon both process and
outcome evaluation models. As with all research, it is likely that further questions will arise
once the evaluative programme is initiated, drawing on early findings. It is therefore not a
definitive or exhaustive list of questions but a comprehensive initial framework of
evaluation questions for consideration by the GMC.

4.3 Work Streams

To address the overarching evaluation question and each of the individual sub-questions,
we propose that a major evaluative programme be organised into four work streams based
broadly on the three main areas of revalidation activity as well as the PPl dimension:

Work Stream 1 - Supporting information (addresses GMC objective 2 and GMC
guidelines on supporting information requirements)

Work Stream 2 - Appraisal (addresses GMC objective 1, 2 & 3 and GMC guidelines on
GMP framework for appraisal and revalidation)

Work Stream 3 - RO judgement-making (addresses GMC objective 4 & 5 and GMC
guidelines on RO protocol)

Work Stream 4 — Patient and public involvement (addresses the overall role of GMC)

By developing a framework centred on these core areas of revalidation ‘activity’, the
evaluation programme will generate a range of fundamental insights. This will assist the
GMC in making strategic decisions about future design features for revalidation. A proposed
approach to the commissioning and application of this framework is discussed in detail in
the subsequent section of this report. In short, CHAT provides a conceptual framework that
acknowledges the complexity of revalidation as an activity in a complex system, and
highlights the need for a combination of evaluative approaches rather than a singular
measure or a series of unrelated measures.

Each of the work streams are described in detail in the following sections.
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4.3.1 Work Stream 1 - Supporting information (GMC Objective 2)

Work Stream 1 focuses broadly on evaluating the supporting information in the revalidation

process and addresses evaluation questions (EQs) 2a-2f:

2a

2b

2C
2d

2e
2f

2g

How are the GMC guidelines on supporting information*? being applied in practice and
how might they be enhanced to increase its impact?

Can doctors collect each type of the required supporting information in their practice?

What additional supporting information do doctors bring to their appraisal?
To what extent is the quality of supporting information evolving?

Which type(s) of supporting information has had the most impact on doctors’ practice?
Has the process of collecting the supporting information and the appraisal changed
doctor’s levels of reflection?

Are doctors reflecting on or supported by the supporting information in their
appraisal?

To answer these evaluation questions we suggest the following:

(a) areview of literature

(b) survey of appraisees and appraisers

(c) conducting semi-structured interviews with appraisees and appraisers
(d) audio-recording appraisal meetings

(e) undertaking of a documentary analysis of appraisal forms

(f) a mixed-methods approach

(g) a sampling strategy

Each of these are outlined in detail in the following sections.

(a) Review of literature on supporting information

Rationale: The most rigorous research is underpinned by reviewing the literature.
Synthesising the existing literature around each type of supporting information would
inform decisions about the development of revalidation in relation to the
implementation of the supporting information.

Method: Six literature reviews (systematic if appropriate) investigating the extent to
which each type of supporting information (1. continuing professional development, 2.
quality improvement activity, 3. significant events, 4. feedback from colleagues, 5.
feedback from patients, 6. review of complaints and compliments) affect the
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performance of doctors could be developed. To provide an indication of the inclusion
criteria that would be utilised in the review continuing professional development is used
as an example. The inclusion criteria for this review could be; empirical studies written in
English, published from 1960 to present, investigating the effect of continuing
professional development on the performance of doctors in any specialty using any
method and any outcome measure. The search strategy would involve searching a
variety of relevant databases e.g. Medline, EMBASE, grey literature, hand-searching key
journals, searching trials registers, contacting experts in the field and citation searching.
Data would be extracted and quality assessed. The data would be synthesised using
qualitative, quantitative or mixed methods syntheses. In some cases there may be a
need for a ‘tertiary review’ which is a systematic review of systematic reviews.'?®
Tertiary reviews use the same methodology as a standard systematic literature review. It
is potentially less resource intensive than conducting a new systematic review of
primary studies but is dependent on sufficient systematic reviews of a high quality being
available. This would probably be the case for the quality improvement activity review
but the scope for a tertiary review would be decided when conducting the scoping
searches to inform the systematic review design protocol for each review. The reviews
should be conducted using established guidance for conducting systematic reviews e.g.
the CRD*?/, and for reporting systematic reviews e.g. PRISMA.'?

Methodological strengths and limitations: Literature reviews are vital pieces of research
for organising and making accessible the major findings in an area of inquiry, and are
often used to inform policy and future research directions. However the quality of a
review (particularly a systematic review) is dependent on the quality of existing studies.
Furthermore, while a literature review can answer some research questions they will not
be able to answer all research questions and in this case further empirical research
would be necessary. Literature reviews can also be quite time and resource-intensive
and can go out of date quite quickly.

(b) Survey of appraisees & appraisers (EQ 2a-2e)

Rationale: A survey of appraisees and appraisers could also be utilised to address the
evaluation questions a-e in this work stream. This would provide standardised data
that could be compared amongst groups.

Method: In-depth questionnaire survey of appraisees and appraisers. A questionnaire
could be designed to capture quantitative and qualitative data in a standardised format
addressing the above research questions. Data would be analysed using descriptive
statistics and a thematic analysis of free text.
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Limitations: Surveys are generally less resource intensive and therefore cost less to
implement. They can incorporate a broader/larger sample than, for example, conducting
interviews or undertaking ethnographic studies, but they are generally more limited in
their scope and do not facilitate the in-depth understanding of the nuances often
required.

(c) In-depth semi-structured interviews with appraisees & appraisers (EQ2a-2e)

Rationale: In-depth semi-structured interviews could be used to address evaluation
guestions 2a-e and would provide a nuanced insight into what is collected in comparison
to GMC guidelines. In order to understand activity in relation to supporting information
and what facilitates and hinders its collection and the ability to reflect on it, this would
be most effectively achieved by understanding the collective themes across the study
cohort but also the discourses that underpin such activity. These analyses combined will
allow for a greater understanding not only of the activity but also of the reasons behind
it in order to develop a future strategy for what doctors should collect, what they and
other stakeholders (including patients) might best benefit from and what might be the
barriers to overcome practically and in terms of policy implementation.

Method: In-depth semi-structured interviews with appraisees and appraisers. Interview
data would need transcribing, coding with the support of suitable software (e.g. NVivo)
and then analysed or interrogated using thematic and discourse analyses.

The interviews could be conducted by patients as researchers in order to enhance the
patient and public involvement (PPI) in the evaluation framework. A recent survey of
ROs found that organisations need to invest in ways to capture patient feedback and
experience if the quality of patient experience, care and outcomes are to be placed at

129

the centre of revalidation.”™” NIHR guidelines on PPl advocate how patients and the

139 Their advice when designing,

public always offer unique, invaluable insights.
implementing and evaluating research invariably makes studies more effective, more

credible and often more cost effective.

Methodological strengths and limitations: As with all research methods conducting
qualitative interviews does have its limitations. While semi structured interviews will
provide an important in-depth investigation, they will not provide breadth in terms of
sampling. Interview findings are likely to be transferable but not generalizable. These
terms should not be confused. On the whole, qualitative studies are not generalizable in
the traditional sense.® Partial generalizations may be possible to similar populations,
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but this is not the primary concern of qualitative research. In many situations, a small
sample size may be more useful in examining a situation in depth from various
perspectives, whereas a large sample would be inconsequential. Small qualitative
studies gain a more in-depth understanding of the phenomenon and how, importantly,
the studied phenomena are experienced. The results often contribute valuable
knowledge and understanding that could not simply be achieved by quantitative
research using questionnaires. Interviews are, of course, more time consuming and
resource intensive and therefore more expensive.

(d) Direct observation — audio recorded appraisals (EQ 2e-2g)

Rationale: Observation techniques could be used to address, in particular, evaluation

guestions 2e, 2f and 2g. Ultimately in order to “open the closed door on appraisal” and
understand whether doctors are reflecting on their supporting information, the actual

appraisal meetings need to be captured and analysed.

Method: Audio-recording the appraisal meeting. The audio recorded appraisal would be
transcribed verbatim and analysed using thematic and conversation analyses. In addition
to these analyses, levels of reflection in the appraisal meeting could be explored by
analysing audio recordings of the appraisal meeting using the Boud et al.’*
categorisation of reflection levels. This framework cites six stages of increasing depth of
reflection: attention to feelings, association, integration, relationship seeking, validation,
appropriation and outcome, which could be used to analyse reflection of doctors within
the appraisal meeting. Levels of reflection could therefore be scored quantitatively over
time.

Methodological strengths & limitations: A potential limitation of observational
techniques is that the act of being observed may alter the behaviour of participants. It is
possible that appraisers and appraisees who are audio-recorded could be influenced
adversely and behave differently, changing what actually happens in the appraisal
meeting. However research that explores the effects of video-recording consultations

133,134 A study of the patient

between doctors and patients has found a limited impact.
perspective revealed that 70% of patients forgot the video-recorder was in the room
during the consultation and <5% felt that their GP had dealt with them in an ‘unusual’

22 In addition, Pringle et al®® conducted a study to determine whether GPs'

way
awareness of being video-recorded influences their consulting behaviour and found no

difference, albeit with a very small sample.
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However in order to minimise the potential impact it would be important to stress
during participant recruitment that an independent body i.e. the research team, would
record the appraisals and that the GMC would not have access to any recorded material.

(e) Documentary analysis of appraisal documentation (EQ 2c, 2f & 2g)

Rationale: An analysis of the appraisal documentation from a sample of doctors at each
evaluation centre could be used to demonstrate the presence or absence, and level of,
reflective thinking when completing appraisal documentation. In addition, this method
would also provide documentary evidence on the types of supporting information that
doctors are bringing into their appraisal, the quality of the information and whether this
is changing over time. By repeating this analysis it would provide information on
whether levels of reflective practice are evolving.

Method: A documentary analysis of appraisal documentations e.g. Medical Appraisal
Guide or MARS. Again this could use the Boud et al.™
increasing depth of reflection outlined previously. The data from the documentary

2 categorisation of the six stages of

analysis would need to be triangulated with the analysis of the audio-recorded appraisal
to gain a more rigorous and in-depth understanding of levels of reflection in the
revalidation process.

Methodological strengths & limitations: While documentary analysis is not very resource
or cost intensive it provides very specific data on a topic. This method is strongest when
it is combined and triangulated with other data i.e. interviews, questionnaires,
observation.

(f) A mixed-methods approach

While each of the individual proposed methods will answer some of the evaluation
guestions, none of the individual methods will effectively address all of the evaluation
qguestions. However adopting a mixed-methods approach combining two or more of the
methods would help answer all of the evaluation questions and would facilitate the
triangulation of results thus strengthening the robustness of the conclusions.

For example, combining observational data with interviews would allow the
triangulation of findings. These could then be used to explore how appraisers and
appraisees believe supporting documentation is collected and reflected on in appraisal
(in comparison with each other) and then in comparison with what actually happens,
using direct observation of appraisal meetings. Furthermore, the audio data could be
used to stimulate recall in the interview by focusing the interview particularly around
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the GMC guidelines, the different types of supporting information and whether doctors
reflect on these. Adding another method to the equation by conducting a documentary
analysis of appraisal forms would further strengthen this approach by providing written
evidence of the types of supporting information doctors are bringing to appraisal and
the level of reflection when completing the appraisal form. A survey could then be used
to investigate the findings on a larger scale.

(g) Sampling strategy

In line with the GMC’s Equality and Diversity strategy,137 sampling in the evaluation
framework should explore any potential issues by capturing the extent to which
revalidation is impacting differently, or not, on different sections of the medical
population; in particular whether any differential impact is associated with any of the
prescribed protected characteristics such as age, gender, disability etc. In addition,
further characteristics or demographics that emerged as important from the stakeholder
interviews were differing specialisms and those that take leave (maternity, sabbatical,
sick).

Where possible the sampling strategy should also take account of healthcare settings
across the following groups: such as primary and secondary care, community services,
clinical academics and the independent sector. Doctors in training could also be
considered, as mentioned in the original tender documentation. However monitoring
mechanisms are already well established for this group and in terms of managing the
scope of any initial evaluation we would recommend this group should be part of a later
separate evaluation.

While making these suggestions we are aware that the ability to assess the different
groups may be limited by currently held data about participants, what they might be
prepared to divulge and indeed who consents to taking part in any aspect of the
evaluative research.

We suggest that the work stream methods might be carried out in six revalidation
evaluation centres across the four nations (England, Northern Ireland, Scotland and
Wales). The evaluation centres could be based within six of the fifteen ELA regions.
Wales, Scotland and Northern Ireland are each an ELA region and would therefore each
host one centre. In addition three revalidation evaluation centres could be chosen in
England due to the significantly larger population of doctors. Sampling across the six
sites within the four nations should consider the need for rural, urban and private
practices to be included. This would not be required in all centres but having one of the
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three centres in England in a rural location and one in an urban location could address
this aspect.

If interviews were to be conducted with appraisees and appraisers, it would be most
beneficial to conduct them until sample saturation is reached which is very participant

dependent.’*®

However a minimum of 38 appraisees is a reasonable estimate in each
evaluation centre to generate valid and transferable results. Researching until saturation
if achieved is a challenging approach because ‘it forces the researcher to combine
sampling, data collection, and data analysis, rather than treating them as separate
stages in a linear process. It also means that it is impossible to specify the exact number
of qualitative interviews necessary to complete the research at its inception’. 1385 Thus
while many experts agree that saturation is ideal, it is often helpful for funders to have
some numerical guidance. As an example, Baker advises sampling between 12 and 60,
mean = 30.7% In order to sample effectively across settings (nation, protected

characteristics, specialty, role etc.) multiples of this guidance are likely to be required.

If a mixed-methods approach was adopted in this work stream then ideally each
appraisee would consent to having their appraisal recorded and participating in a semi-
structured interview. The appraiser of each of the appraisees would also be interviewed
so both perspectives of the same appraisal could be compared. In addition, if the
documentary analysis of appraisal forms was conducted then approximately half of the
sample could also have their appraisal documentation analysed. If a survey was to be
conducted with appraisees and appraisers to investigate the findings on a larger scale, it
could be carried out in the 6 evaluation centres across the four nations.

We suggest that the work stream methods might be carried out over a three year period
with three different options. Interviews could be carried out in (a) years 1 (b) years 1 and
3 or (c) years 1, 2 and 3. Carrying out the methods in year 1 would establish a baseline as
a cross-sectional study. However in order to gather evidence over time (in a longitudinal
study) the same sample (where possible) could be studied again in subsequent years
either in years 1, 2 and 3, or in years 1 and 3. Thus for a one year cross-sectional study, a
minimum of 228 appraisees and 228 appraisers would be interviewed, 228 appraisals
recorded and 114 appraisees would have their appraisal documentation analysed. For a
longitudinal study, the same participants (where possible) would be interviewed and
observed again in year 2 and 3, or just year 3. A summary of a possible sampling strategy
is provided in Appendix 10.
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4.3.2 Work Stream 2: Appraisal (GMC Objective 1, 2 & 3)

Work Stream 2 focuses broadly on appraisal in the revalidation process and addresses the
following evaluation questions:

la Is appraisal taking place for all licensed doctors every year?

1b  If appraisal is not taking place for all licensed doctors what are the
reasons?

1c  How are the GMC guidelines on appraisal (GMP framework for
appraisal and revalidation) being applied in practice and how might
they be enhanced to increase its impact?

3a Is the revalidation process increasing the awareness and adoption
of the values and principles of Good Medical Practice?

3b Isthe revalidation process increasing professionalism?

To answer these evaluation questions we suggest the following:

(a) a review of literature on appraisal

(b) secondary data analysis of appraisal rates

(c) interviews with ROs

(d) survey of ROs

(e) survey of appraisees and appraisers

(f) semi-structured interviews with appraisees & appraisers
(g) a mixed-methods approach

Each of these methods is outlined in detail in the following section.
(a) A review of the literature on appraisal

Rationale: Synthesising the literature on appraisal would establish an evidence base
on the use of appraisal in the revalidation process and would inform decisions about
the development of revalidation. The literature review could also inform the
implementation of the methods in the work streams e.g. the questionnaire design,
the interview schedules.

Method: A literature review (systematic if appropriate) of the impact of appraisal on
doctors’ performance could be undertaken. A detailed review protocol should be
developed. The following inclusion criteria could be applied: empirical studies
written in English, published from 1960 to present, investigating the effect of
appraisal on the performance of doctors in any specialty using any method and any
outcome measure. The search strategy would involve searching a variety of relevant
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databases (e.g. Medline, EMBASE), grey literature, hand-searching key journals,
searching trials registers, contacting experts in the field and citation searching. Data
would be extracted and quality assessed. The data would be synthesised using
qualitative, quantitative or mixed methods approaches. The review would be
conducted using established guidance for conducting systematic reviews e.g. the

CRD'’, and for reporting systematic reviews e.g. PRISMA.'?®

Methodological strengths & limitations: Literature reviews organise and make
accessible the major findings in an area of inquiry. They are often used to inform
policy and underpin future research directions. A major limitation of a review
(particularly a systematic review) is that the reviews quality is dependent on the
quality of existing studies. So if the quality of existing studies is low then the quality
of the results of the systematic review will be low. While a literature review can
answer some research questions they will not be able to answer all research
guestions. Literature reviews can also be quite time and resource-intensive and
need to be updated regularly to remain current.

(b) Secondary data analysis (EQ 1a)

Rationale: To investigate whether appraisal is taking place for all licensed doctors,
annual appraisal rates across the four nations should be examined. Analysing existing
databases would provide national level data on appraisal rates on a yearly basis and
could be undertaken to demonstrate annual descriptive statistics, e.g. annual
appraisal rates, non-compliance, reasons for non-engagement (if available) and
geographical comparative analyses etc. This would help determine whether
revalidation has resulted in all doctors being part of a governed system.

Method: We suggest an analysis of secondary data on appraisal rates held in each of
the four nations. In England, this data is currently being generated by the
Revalidation Support Team (RST) through their benefit measures work or the
Organisational Readiness Self-Assessment (ORSA). However we are aware that the
RST is being disbanded in March 2014 and this might end. If this annual data
collection ends, ROs would need to be surveyed to gather the data as currently the
GMC only hold data about revalidation dates and completions and not the annual
appraisal that informs them. In Wales, this data is held by the Welsh Deanery and is
based on the Medical Appraisal and Revalidation System (MARS)'IT system. In
Northern Ireland this data is not held centrally by a single organisation but is held by

1http://www.marswales.org/
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the different health and social care boards, which would need to be surveyed. In
Scotland, appraisal rates are collected by Health Improvement Scotland and are
based on the Scottish Online Appraisal Resource (SOAR) IT system.

Sample: All doctors across all settings in the four nations for each year of the
evaluation (years 1-3). Where data are available, comparisons should be considered
across the various groups of the medical profession with protected characteristics
(i.e. age, gender, disability, gender reassignment, marriage and civil partnership,
pregnancy and maternity, ethnicity, religion or belief, sexual orientation, and also
their specialism and those who have taken a period of leave). In addition
consideration should be given to doctor settings (i.e. primary care, secondary care,
mental health, independent sector, locums, SAS, etc.) in order to explore the extent
to which revalidation has impacted differently, or not, in different sections of the
doctor population.

Methodological strengths & limitations: There would be no control over what data
are contained in each provided submission. There may be differences in the
information in each data set across, and in the case of England within, the four
nations. Data may be incomplete or inaccurate. In addition, secondary data are often
unreliable as they rely on data input and therefore the potential for human error.
However data that are available do provide a potential source for relatively cheap
and efficient interrogation.

(c) In-depth semi-structured interviews with ROs (EQ, 1b, & 1c)

Rationale: Semi-structured interviews with a sample of ROs would provide an in-
depth understanding of why appraisal is not taking place for all doctors, how the
appraisal rates could be supported and how the GMC guidelines on appraisal might
be enhanced.

Method: To address evaluation questions 1b, 3a and 3b we propose in-depth semi-
structured interviews should be conducted with a sample of ROs. Interview data
would be thematically analysed.

Sample: Four ROs across different settings should be sampled in each of the six
evaluation centres across the four nations (24 in total). Interviews could be carried
out in (a) years 1 (b) years 1 and 3 or (c) years 1, 2 and 3). Carrying out interviews in
year 1 would establish a baseline (as a cross-sectional study) so this can start to
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inform future policy decisions about why appraisal is not taking place, and the
awareness and adoption of Good Medical Practice. However in order to gather
evidence over time (in a longitudinal study), especially to address EQ3, the same
sample (where possible) could be interviewed again in subsequent years. A summary
of sampling numbers is provided in Appendix 10. The interviews could be conducted
by patients as researchers to strengthen the PPl element in the evaluation
framework.

Methodological strengths & limitations: While semi-structured interviews will
provide an important in-depth investigation, they will not provide breadth in terms
of sampling. Interview findings are likely to be transferable but not generalizable.
Nonetheless, small-scale qualitative studies elicit a more in-depth understanding of
phenomenon, how the studied phenomena are experienced and the results often
contribute valuable knowledge and understanding that could not simply be achieved
by quantitative research using questionnaires. On the downside, interviews are more
expensive to conduct as they are more time consuming and resource intensive.

(d) Survey of ROs (EQ 1a - c)

Rationale: A survey of all ROs across the four nations would investigate the number
of doctors in their jurisdiction that had not undergone appraisal, the reasons why
appraisal had not taken place for all doctors and how might the GMC guidelines on
appraisal be enhanced to increase its impact. This would provide standardised and
comparable data from a large sample of ROs across the four nations.

Method: In-depth questionnaire survey of ROs. A questionnaire could be designed to
capture the numbers (to verify nationally held data) and reasons why all doctors may
not have undergone appraisal. This questionnaire would capture qualitative and
guantitative data from a large sample of RO’s in a standardised format about
appraisal activity and could then be analysed using descriptive statistics and a
thematic analysis of free text.

Sample: All ROs across the four nations. The questionnaire could be implemented
once as a cross-sectional study or more than once (e.g. annually) as a longitudinal
study to capture change over time.

Methodological strengths & limitations: Surveys can incorporate a broader/larger
sample than, for example, conducting interviews or undertaking ethnographic
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studies, and they are generally less resource intensive and therefore cost less to
implement. However a major limitation of this method is that they are more narrow
in their scope and do not facilitate the in-depth understanding of the nuances often
required in the exploration of a topic.

(e) Survey of appraisees and appraisers (EQ 1c, 3a & 3b)

Rationale: In order to explore whether the revalidation process is increasing the
awareness and adoption of the values and principles of Good Medical Practice, and
whether it is increasing levels of professionalism, a survey of appraisees and
appraisers could be implemented. This would provide standardised qualitative and
guantitative data of the use of Good Medical Practice and professionalism across a
large sample of appraisees and appraisers in the four nations. This questionnaire
could also be utilised to examine how GMC guidelines are being utilised in practice
and how they could be enhanced to increase its impact.

Method: In-depth questionnaire survey of appraisees and appraisers. A
questionnaire would be designed to capture quantitative and qualitative data in a
standardised format about the use of Good Medical Practice, professionalism and
GMC guidance on appraisal. Data would be analysed using descriptive statistics and a
thematic analysis of free text.

Sample: All appraisees and appraisers in each of the six evaluation centres across the
four nations could be targeted. Where data are available, comparisons should be
considered across the various groups of the medical profession with protected
characteristics (i.e. age, gender, disability, gender reassignment, marriage and civil
partnership, pregnancy and maternity, ethnicity, religion or belief, sexual orientation,
and also their specialism and those who have taken a period of leave). In addition
consideration should be given to doctor settings (i.e. primary care, secondary care,
mental health, independent sector, locums, SAS, etc.) in order to explore the extent
to which revalidation has impacted differently, or not, in different sections of the
doctor population. The questionnaire could be implemented in one year or more
years the obvious benefits of a longitudinal study in being able to investigate trends
over time.

Methodological strengths and limitations: Surveys are generally less resource
intensive and therefore cost less to implement. They can incorporate a
broader/larger sample than, for example, conducting interviews or undertaking
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ethnographic studies, but they are generally more limited in their scope and do not
facilitate the in-depth understanding of the nuances often required.

(f) In-depth semi-structured interviews with appraisees and appraisers (EQslc, 3a
& 3b)*

Rationale: In order to explore whether the revalidation process is increasing the
awareness and adoption of the values and principles of Good Medical Practice, and
whether it is increasing levels of professionalism we propose conducting in-depth
semi-structured interviews with appraisees and appraisers. This would provide a
nuanced insight into what is actually happening on the ground in terms of the
awareness and adoption of the values and principles of Good Medical Practice and
whether levels of professionalism are changing. The interviews would also be utilised
to get a more in-depth understanding of how GMC guidance on appraisal could be
used to enhance its impact.

Method: In-depth semi-structured interviews with appraisees and appraisers.
Interview data will need transcribing, coding with the support of suitable software
(e.g. NVivo) and then analysed using thematic and discourse analyses. Again
interviews could be conducted by patients as researchers. Having the patient
perspective in this process may elicit important additional information and insight.

Sample: Appraisees and appraisers should be sampled across the four nations in
different settings including primary care, secondary care, mental health consultants,
independent practice doctors, primary care locums, secondary care locums, SAS or
trust grade doctors and clinical academics. Where data are available, comparisons
should be considered across the various groups of the medical profession with
protected characteristics (i.e. age, gender, disability, gender reassignment, marriage
and civil partnership, pregnancy and maternity, ethnicity, religion or belief, sexual
orientation, and also their specialism and those who have taken a period of leave). In
addition consideration should be given to doctor settings (i.e. primary care,
secondary care, mental health, independent sector, locums, SAS, etc.) in order to
explore the extent to which revalidation has impacted differently, or not, in different
sections of the doctor population. Again a minimum of 38 appraisees and 8

’It should be noted that these interviews are clearly methodically similar to those proposed in WS 1. If both
work streams were commissioned alongside each other these two areas of the evaluation would be conducted
in the same interviews.
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appraisers per centre are likely to be required to generate transferable and valid
results. In total therefore approximately 228 interviews with appraisees and 38
interviews with appraisers is proposed. Again, we propose that the interviews are
carried out in year 1 to establish a baseline (as a cross-sectional study) and repeated
in years 2 and 3 (as part of a longitudinal study). A summary of sampling numbers is
provided in Appendix 10. Interviews could be conducted by patients as researchers
to enhance patient involvement in the evaluation framework.

Methodological strengths and limitations: While semi-structured interviews will
effectively provide an in-depth investigation of a topic, they will not provide breadth
in terms of sampling. Interview findings are transferable but not generalisable. A
final limitation of interviews is that they can be time consuming and resource
intensive.

(g) A mixed-methods approach

Each individual method proposed in this work stream has its own strengths and
limitations and all of the evaluation questions cannot be addressed by any individual
method. Similar to the first work stream, a mixed-method approach would overcome
these issues. Two or three methods could be adopted and implemented in different
sequences. For example, the survey of ROs would provide some level of explanation
for the trends observed in the analysis of secondary data held at the national level.
Interviewing the ROs afterwards would then provide an in-depth understanding of
these trends. Or vice versa, interviews could be conducted with ROs to provide an in-
depth explanation of the trends observed in the analysis of secondary data held at
the national level. A survey could then be designed based on the findings of the
interviews to explore the interview findings on a larger scale.

In terms of timescale, the proposed methods could be conducted once in the
evaluation cycle or more depending on whether cross-sectional or longitudinal data
was being sought.

54
CAMERA
WITH

PLYMOUTH
UNIVERSITY



4.3.3 Work Stream 3: RO judgement-making (GMC Objective 4 & 5)

Work Stream 3 focuses broadly on RO judgment-making in the revalidation process and

addresses the following evaluation questions:

4a

5a

5b
5c
5d

Does revalidation facilitate the identification and addressing of potential concerns
earlier and before they become safety issues or fitness to practise referrals?

How is revalidation supporting ROs to fulfil their statutory function of advising the
GMC about the fitness to practise of their doctors?

How do ROs make judgements?

How is the RO protocol being applied in practice and how can it be improved?

Do RO recommendation statements shape RO behaviour?

To answer these evaluation questions we suggest the following methods:

(a) areview of literature on medical regulation

(b) semi-structured interviews with ROs, ELA’s and other relevant personnel

(c) asurvey of RO’s, ELA’s and other relevant personnel

(d) a case control study using PAPC or FTP data with appraisal documentation and RO
interviews

(e) a mixed-methods approach

Each of these methods is outlined in detail in the following sections.

(a) Literature review on medical regulation

Rationale: In order to support the GMC's role as a regulator in the revalidation process
a review of the literature into how medical regulation is shaped across the world would
be beneficial. This review could inform decisions about the development of revalidation
and future empirical research in the field.

Method: A narrative literature review investigating how medical regulation is shaped in
a variety of different countries around the world. The search strategy would involve
searching a variety of relevant databases e.g. Medline, EMBASE, grey literature, hand-
searching key journals, searching trials registers, contacting experts in the field and
citation searching. The literature would be synthesised using a narrative approach.

Methodological strengths & limitations: Literature reviews identify and make accessible
the major findings in a research field, inform policy development and underpin future
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research directions identify gaps in the research. Literature reviews can be quite time
and resource-intensive.

(b) Semi-structured interviews with ROs>, ELAs & other relevant personnel (EQ 4a &
5a-d)

Rationale: To address evaluation questions 4a and 5a-d qualitative interviews with a
sample of ROs and ELAs could be undertaken to explore their experiences of the
revalidation process in terms of whether it supports the identification of fitness to
practice concerns. Similarly, how ROs are identifying fitness to practise concerns; how
revalidation is supporting ROs to fulfil their statutory function of advising the GMC about
the fitness to practise status of their doctors; how ROs go about making their
judgements; how the RO protocol is being applied in practice; how it can be improved;
and whether the RO recommendation statements are shaping RO behaviour. These
interviews would enable the GMC to identify how revalidation fits with other
improvement and accountability processes in the system, and how it might be used by,
for example, employing organisations, professional bodies and system regulators. In
addition to interviewing RO’s and ELAs; CEQ’s, Chairs, Human Resources personnel and
quality managers within the same organisation as the RO could also be interviewed in
order to get a wider systems’ perspective.

Methods: In-depth semi-structured interviews with a sample of ROs and ELAs. Interview
data will need transcribing, coding with the support of suitable software (e.g. NVivo) and
then analysed using thematic and discourse analyses.

Sample: Four ROs could be sampled in each of the six evaluation centres across the four
nations (24 ROs in total). In addition, a CEO, Chair, Human Resources personnel and
guality managers from the same organisation as the RO could be interviewed. Interviews
could be carried out in (a) years 1 (b) years 1 and 3 or (c) years 1, 2 and 3. Carrying out
interviews in year 1 would establish a baseline (as a cross-sectional study). However in
order to gather evidence over time (in a longitudinal study) the same sample (where
possible) could be interviewed again in subsequent years. A summary of potential
sampling numbers is presented in Appendix 10.

*It should be noted that these interviews are clearly methodologically similar to those proposed in WS 2. If both
work streams were commissioned these two areas of the evaluation would be conducted in the same
interviews.
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Methodological strengths and limitations: While semi structured interviews will
effectively provide an in-depth investigation of a topic, they will not provide breadth in
terms of sampling. Qualitative interviews are time and resource intensive. They do not
generate generalizable findings but findings are transferable.

(c) Survey of RO’s, ELAs & other relevant personnel (EQ 4a & 5a-d)

Rationale: A survey of RO’s, ELAs and other relevant personnel could be utilised to
explore whether revalidation facilitates the identification and addressing of potential
concerns earlier and before they become safety issues or FTP referrals. They could help
to establish how revalidation is supporting ROs to fulfil their statutory function of
advising the GMC about FTP of doctors, how ROs make judgements, how the RO
protocol is being applied in practice and how it can be improved and whether the RO
regulations shape RO behaviour. This would provide standardised quantitative and
gualitative data which could be compared and contrasted across regions and sampling
groups.

Method: In-depth questionnaire survey of appraisees and appraisers. A questionnaire
should be designed to capture quantitative and qualitative data in a standardised format
addressing the above research questions. Data would be analysed using descriptive
statistics and a thematic analysis of free text.

Sample: In order to maximise response rates, all RO’s, ELAs and other personnel in each
of the proposed evaluation centres across the four nations could be targeted. The survey
could be carried out in (a) years 1 (b) years 1 and 3 or (c) years 1, 2 and 3 of the 3 year
evaluation cycle. Carrying out interviews in year 1 would establish a baseline (as a cross-
sectional study). However in order to gather evidence over time (in a longitudinal study)
the same sample (where possible) could be interviewed again in subsequent years.

Methodological strengths & limitations: The key strength of a survey methodology is
that they can target a broader/larger sample than, for example, conducting interviews
or undertaking ethnographic studies. Furthermore, surveys are generally less resource
intensive and thus cost less to implement. The main limitation of survey methodology is
that they are more limited in their scope and do not enable the in-depth understanding
of a topic.
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(d) Case control study (EQ 4a)

Rationale: To address evaluation question 4a a qualitative case control comparative
study could be utilised. The outcome of RO judgements within revalidation is either a
recommendation to revalidate, to defer or to highlight non-engagement. However
revalidation is ultimately an evaluation of a doctor’s fitness to practise. A case control
study would examine the differences between doctors who have been referred to FTP
procedures and controls to see if particular parts of the revalidation process are more
instrumental in detecting these cases than others. It could for example be hypothesised
that some types of supporting information may trigger more referrals than others or
that other events or evidence outside of revalidation in fact trigger FTP referrals.

Method: A prospective qualitative case control comparative study. This study would
explore differences between appraisal and revalidation documentation between those
who had been referred to the GMC Fitness-to-Practise (FTP) procedures and a group of
controls. During the evaluation period any doctor referred to the GMC (from Wales or
Scotland) would be matched to a ‘control’. Controls would be chosen and matched to
cases by demographic similarities, such as age, gender, clinical area, practice size etc.
The appraisal documentation would be analysed from both the referred doctor and the
matched control using a content analysis. In addition an in-depth semi-structured
interview could be undertaken with the relevant RO. The null hypothesis would be that
ROs do not use revalidation to inform FTP decisions.

Sample: We propose that this could, in the first instance be piloted in Scotland and
Wales as these nations have nationally held computer based appraisal datasets including
historical appraisal data. This study could recruit over the three years of the evaluation
cycle so that hopefully enough data on FTP referrals would be available for the analysis.

Methodological strengths & limitations: As this is a qualitative case control study, the
findings would be transferable but not generalizable. In addition, there may be
difficulties in gaining enough FTP data to conduct a feasible study.

(e) A mixed-methods approach

Interviews or surveys with RO’s, ELAs and other relevant personnel would address all of
the questions to varying degrees in this work stream. However with a survey, breadth of
sampling would be achieved at the cost of an in-depth understanding; while interviews
would achieve depth and a richer understanding but with a loss of breadth.
Implementing both methods would offset these limitations and enable triangulation of
results thus increasing the robustness of the conclusions. The data generated from the
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semi-structured interviews could also be used to design the questionnaire for the large-
scale survey of RO’s etc. or vice versa.

4.3.4 Work Stream 4: Patient & Public Involvement (addresses role of GMC)

Work Stream 4 focuses broadly on the role of PPl in the revalidation process and addresses
the following evaluation questions:

6a. What opportunities are there for the patient perspective to be reflected in
revalidation processes?

6b. What level of involvement do patients and the public want in the revalidation
process?

To answer these evaluation questions we would suggest:

(a) areview of literature on PPI

(b) conducting semi-structured interviews with stakeholders in revalidation
(c) conducting a survey of patients and the public

(d) conducting semi-structured interviews with patients and the public

(e) a mixed-methods approach

Each of these methods is outlined in detail in the following sections.
(a) Literature review

Rationale: A review of the literature to establish the processes and rationale for PPl in
medical regulation, and more specifically in revalidation, would provide a sound
evidence-base to inform empirical research on the role of PPl in revalidation and the
development of revalidation around PPI.

Method: A narrative review of the literature investigating the role of PPI in international
medical regulation and in particular in revalidation. The search strategy would involve
searching a variety of relevant databases e.g. Medline, EMBASE, grey literature, hand-
searching key journals, searching trials registers, contacting experts in the field and
citation searching. The literature would be synthesised using a narrative approach. The
CAMERA research team are currently carrying out a study of patient and public
involvement in medical revalidation for the Revalidation Support Team (RST). 139 The RST
aim to use the findings to develop guidance on patient and public involvement in
medical revalidation. This work stream would build on this research.
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Methodological strengths & limitations: The key strength of literature reviewing
methods is that they identify and make accessible the major findings in a research area,
they inform policy development and they underpin future research directions by
identifying the gaps in the research. However, an in-depth rigorous literature review
can be time and resource-intensive.

(b) In-depth interviews with key stakeholders in revalidation (EQ 6a)

Rationale: In order to explore the potential opportunities for the patient perspective to
be reflected in the revalidation process, a variety of key stakeholders in the revalidation
process could be interviewed to find out where they see potential opportunities in their
particular area of the process.

Method: In-depth semi-structured interviews with key stakeholders in revalidation. The
data generated by the interviews would be transcribed, coded and then analysed using
thematic and discourse analyses.

Sampling: A sample of participants with a stake in the revalidation process in each of the
six evaluation centres across the four nations: responsible officers, patients, patient
groups, relevant GMC departments, CEQ’s, Chairs, Human Resources personnel, quality
managers, the Care Quality Commission, the Royal Colleges, the British Medical
Association, Ethnic Minority groups and the Departments of Health. Participants should
be sampled until data saturation is reached but approximately 20 participants are likely
to be sufficient in each centre. Interviews could be carried out in (a) years 1 (b) years 1
and 3 or (c) years 1, 2 and 3 of the 3 year evaluation cycle.

Methodological strengths & limitations: While semi structured interviews will effectively
provide an in-depth investigation of a topic, they will not provide breadth in terms of
sampling. Qualitative interviews are time and resource intensive. They do not generate
generalisable findings, but findings are transferable.

(c) Survey of patients and the public (EQ 6b)

Rationale: A survey of patients and the public across the four nations could investigate
the level of involvement that patients and the public would like in the revalidation
process.

Method: In-depth questionnaire survey of patients and the public. The questionnaire
would generate both quantitative and qualitative data and would provide standardised
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and comparable data across the four nations and would be analysed using descriptive
statistics and a thematic analysis of free text.

Sample: Patients and the public are terms often used interchangeably in the context of
PPl but they are not the same. Patient refers to the relationship between a person
requiring medical care (active healthcare users)** and their individual doctor or medical
team while the public encapsulates the collective of patients as a stakeholder group
which would also include ‘well’ patients e.g. Healthwatch. The survey should sample
across these different groups in each of the six evaluation centres in the four nations.
The survey could be carried out in (a) years 1 (b) years 1 and 3 or (c) years 1, 2 and 3, of
the 3 year evaluation cycle.

Methodological strengths & limitations: Surveys are generally quite limited in scope and
do not facilitate an in-depth understanding of a topic.

(d) Semi-structured interviews with patients and the public (EQ 6a & b)

Rationale: Interviews with patients and the public would provide the opportunity to
conduct an in-depth exploration of the level of involvement the patient and public
would like in the revalidation process in order to inform the development of PPI.

Method: In-depth semi-structured interviews with a sample of patients and the public.
Interview data would need transcribing, coding with the support of suitable software
(e.g. NVivo) and then analysed or interrogated using thematic and discourse analyses.
Using this method would build on the work that has been commissioned by the RST and
is currently being carried out by the CAMERA research team on strengthening PPl in
revalidation.

Sampling: A sample of patients and the public in each of the six evaluation centres

across the four nations. Participants including patients and the public i.e. patient groups,
should be sampled until data saturation is reached but approximately 20 participants
would be sufficient in each centre. Interviews could be carried out in (a) years 1 (b) years
1 and 3 or (c) years 1, 2 and 3 of the 3 year evaluation cycle.

Methodological strengths & limitations: While semi structured interviews will effectively
provide an in-depth investigation of a topic, they will not provide breadth in terms of
sampling. Qualitative interviews are time and resource intensive. They do not generate
generalisable findings but findings are transferable.
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(e) A mixed-methods approach

A combination of the proposed methods would address all of the evaluation questions in
this work stream. The interviews with key stakeholders would identify the potential
opportunities for patient and public involvement. These opportunities could then be
presented to patients and the public in interviews in order to elicit their opinions on
whether they would be interested in being part of these initiatives and to gain an
understanding of the level of involvement they would like in general in the revalidation
process. The interview findings could then be used to generate a questionnaire which
would capture a large sample of respondents in centres across the four nations. These
individual studies could be initiated sequentially as outlined above or at numerous
points in the evaluation cycle in order to generate longitudinal data on the changes over
time.

4.4 Summary of Framework

The proposed Revalidation Evaluation Framework is underpinned by the GMC's regulatory
function to protect, promote and maintain the health and safety of the public by ensuring
proper standards in medical practice. Addressing the five proper standards outlined by the
GMC and the role of the patient and public in revalidation in the framework, generated a
series of important evaluation questions that could be addressed by four work streams
focusing broadly on; supporting information, appraisal, RO judgement-making and PPI.

Work Stream 1 addresses supporting information and includes a literature review, a survey
and semi-structured interviews with appraisees and appraisers, audio-recording appraisal
meetings and documentary analysis of appraisal forms. Work Stream 2 addresses the
appraisal and includes a literature review, secondary data analysis of appraisal rates, a
survey and interviews with ROs, and a survey and interviews with appraises and appraisers.
Work Stream 3 addresses RO judgement-making and includes a literature review, a survey
and semi-structured interviews with ROs and ELAs and other relevant personnel, and a case
control study. Work Stream 4 addresses PPl and includes a literature review, interviews with
key stakeholders in revalidation, and a survey and interviews with patients and the public.

In summary, the work streams propose a mixed-methodological approach using both
guantitative and qualitative techniques, and drawing on both process and outcome
evaluation models. They are also multi-perspective, collecting data from a variety of
stakeholders in the revalidation process including appraisees, appraisers, ROs, ELAs, Chairs,
CEOs, Human Resource Managers, patients, patient groups, quality managers, the Care
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Quality Commission, the Royal Colleges, the British Medical Association, Ethnic Minority
groups and the Departments of Health. Patients and the public are also involved in the data
collection as researchers conducting interviews with appraisees, appraisers, ELAs and ROs.
By organising the evaluation into work streams centred on four key revalidation processes,
the framework will generate a variety of fundamental information that will help the GMC
make strategic decisions about the design features of revalidation.

The framework proposes conducting the work streams in six revalidation evaluation centres
across the four nations (England, Northern Ireland, Scotland and Wales). The evaluation
centres are based on six of the fifteen ELA regions, although some methodologies draw on
national level data collection and national level surveys. The proposed sampling strategy is
wide-ranging aiming to capture the diversity of protected characteristics in the doctor
population such as gender, age, ethnicity etc. as wells as doctors in a variety of settings and
roles, such as locum doctors, as well as doctors in primary and secondary care. This wide-
ranging sampling strategy would enable the investigation of whether doctors from different
backgrounds, settings and nations are experiencing revalidation similarly. The use of CHAT
as a mapping tool will allow for an overall analysis which highlights the impact of any
variation in process or population within the activity system of revalidation.

A longitudinal design has been suggested in the framework with each work stream
collecting data over a three year period. However the evaluation design is both formative
and summative. Interim results/formative feedback would be available at the end of the
first year so that the process can evolve. The summative output of the evaluation will be
available to inform potential changes to the revalidation process before the start of the
second revalidation cycle in 2018.

There is significant overlap in terms of methods in the four work streams which has
implications for how the work streams could be commissioned by the GMC. The potential
commissioning options are presented in the following section.
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5.Commissioning Considerations

Strategic decisions will need to be made by the GMC in terms of the parts of the Evaluation
Framework that will be commissioned and the time frame. Funding is always a limitation in
any research endeavour and this will have a big impact on the commissioning and
implementation of the evaluation. In the following section we present how the
commissioning of work streams should be considered in relation to each other and in
relation to the conceptual framework of CHAT. This is followed by a section on
commissioning in practice.

5.1 The use of Cultural Historical Activity Theory (CHAT) to help shape commissioning

Revalidation is a complex intervention in an even more complex system of healthcare
delivery. To this end our evaluative framework, for consideration by the GMC, has been
underpinned by a conceptual framework (CHAT) which maps together the different
dimensions of revalidation for evaluative data collection and data analysis. CHAT seeks to
move thinking away from isolated research activities to a more robust multi-method
approach and will help the GMC draw simple messages out of complex systems.

CHAT stresses the importance of capturing information (data collection) about as many of
the revalidation processes as possible to enable a complete understanding of what is really
happening as revalidation is implemented. The commissioning of any of the proposed
methods in the work streams will provide useful insights into particular aspects of each of
the revalidation ‘activity’ systems (components of revalidation). However it is only with a
longitudinal, systematic, mixed-methods approach across all four work streams, will the
GMC be able to generate evidence across the complexity and begin to understand what is
happening within and between revalidation activity systems as they play out and interact
with each other over time.

Additionally the application of the findings (data analysis) of all four work streams to a CHAT
model for the components of revalidation will enable the GMC to map the diverse
experiences of PPI, appraisees, the different approaches of ROs to judgement-making, and
the multiple processes that inform the use of supporting information. These can then be
modelled, as required, to examine the implications of variation in the revalidation system
(for example; different conditions, changes in activity, levels of participation, use of specific
artefacts and so on). Such analysis will be useful to considering where the value-added of
revalidation can be maximised, or where shortcomings can be identified, thus providing
evidence for further development of its processes.
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5.2 Commissioning in practice

It is unlikely that all of the framework could be initiated and sustained throughout a
longitudinal study due to the cost implications. However the GMC working with academic
partner(s) could make strategic decisions about what to commission when and what should
then follow. In addition economies of scale could be realised by covering topics in different
workstreams using the same methods. For example in work stream 1 and work stream 2
interviews are proposed with appraisees and appraisers. If both work streams were
commissioned these two areas of the evaluation could be conducted in the same interviews.

By mapping results from initial research onto the framework informed by CHAT it will be
possible to ascertain where the gaps in knowledge are over time. By discovering for example
that doctors (subjects) struggle with provided eSolutions (artefacts) that are meant to
support revalidation by supporting information and the administration of the appraisal
processes, further research could be commissioned to explore and compare different
solutions across England and or between devolved nations of the UK. This might focus on
the interactions between eSolutions (artefacts) and other aspects of the activity systems
such as the wider community and rules relating to eSolutions (rather than working directly
with doctors as subjects) in order to understand the wider dimensions.
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6.Conclusions

The Revalidation Evaluation Framework was developed in collaboration with the GMC, the
views of stakeholders in the revalidation process and the related literatures. Combined with
the CAMERA team’s research experience in regulatory assessment and knowledge of
research methodology, the framework addresses the needs of the stakeholders using
innovative rigorous methods ensuring that the evaluation framework could be used to
explore all the key questions of revalidation policy in action. The framework suggests a
range of methods to understand revalidation at four key points of inquiry across
revalidation activity. These are the uses of supporting information, the process of appraisal,
the judgement-making decisions of ROs and the role of patients and the public.

The mixed-methods, multi-perspective approach suggested would support the ability to
triangulate results, adding rigour to the transferability of findings into future policy and
practice.

The use of CHAT as a conceptual framework acknowledges the complexity of revalidation as
activity in a complex system and the need for a combination of evaluative approaches
overtime rather than singular measures or a series of unrelated measures.

The involvement of patients as researchers potentially strengthens the patient and public
dimension of the framework as guidance on PPI indicates that patients and the public
always offer unique and invaluable insights. Their advice when designing, implementing and
evaluating research invariably makes studies more effective, more credible and often more
cost effective.

This framework will allow the GMC to better understand the process and early regulatory
impact of revalidation in practice and will establish opportunities for the effectiveness and
efficiency of revalidation processes and design features to be improved in the future.
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Appendix 1: Interview Schedule

Section 1: Background & understanding of revalidation
1. Tell me a little bit about your background and your links with revalidation?
2. What do you think revalidation is for?
3. How do you think revalidation might change or shape healthcare?

Section 2: Evaluation of revalidation & potential measures

4. If you were to evaluate revalidation, as a regulatory mechanism to ensure proper standards in
the practice of medicine, what would you measure (using words as well as numbers)?

5. What measures do you know already exist that could be used to evaluate revalidation’s impact
on ensuring proper standards in the practice of medicine?

6. What measures do you think could be or should be developed to evaluate revalidation?

7. Areyou aware of any historical datasets that might be helpful in understanding the impact of
revalidation?

8. The GMC designed revalidation to drive the following. How would you evaluate each of these:

(a) Bringing all doctors into a governed system that evaluates their fitness to practise on a
regular basis

(b) Requiring doctors to collect and reflect on evidence about their whole practice through
appraisal
i. Continuing professional development
ii. Quality improvement activity
iii. Significant events
iv. Feedback from colleagues
v. Feedback from patients
vi. Review of complaints and compliments
(c) Focusing doctors on Good Medical Practice to promote professionalism by increasing

awareness and adoption of its values and principles

(d) Facilitate identifying and addressing potential concerns earlier — and before they
become safety issues or fitness to practise referrals

(e) Supporting ROs to fulfil their statutory function of advising the GMC about the fitness to
practise of their doctors.

9. Revalidation is likely, amongst other things, to be a driver for change in two key areas; the
supporting documentation doctors bring to appraisal and appraisal itself. What do you think?
How might this be best evaluated?

10. ROs make important decisions in the revalidation process and which relates to fitness to practise
procedures. How might these decisions be evaluated?

11. Specifically we are interested in evaluating the heart of how revalidation might bring about
potential performance change in healthcare to ensure proper standards in the practice of
medicine. We see this as potentially happening through appraisal. We are interested in capturing
appraisal activity either through recording appraisals (to see what happens first hand) and or
reviewing appraisal documentation, both what goes in as well as what comes out. Do you think
this might help evaluate revalidation’s impact? Is it feasible? How might it be supported?
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12. How do you think the revalidation process might differ for different types of doctors including
(a) Doctors in different settings
(b) Minority ethnic groups
Section 3: Prioritising ideas & evaluation timeframe
13. Taking your main ideas, what would you prioritise?
14. If we are interested in demonstrating change over time and revalidation’s impact in terms of
outcomes how long do you think an evaluation would need to run for? How long would each of
your ideas need to happen for do you think?
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Appendix 2: Ethics approval letter

RESEARCH

13 May 2013

CONFIDENTIAL

Dr Julian Archer

Plymouth University Peninsula Schoolz o fMedicine & Dentistry
Plymouth University

C408 Portland Sguare

Dear Julian
Application for Approval by Faculty Research Ethics Committee

Reference Number: 12/13-122
Application Title: Evaluating the strategic impact of medical revalidation

| am pleased to inform you that the Committes has granted approval to you to
conduct this research.

Please notethatthis approval is for three years, after which you will be required to
seek extension of existing approval.

Please notethat shouldany MAJOR changes to your research design occur which
effect the ethics of procedures involved you must inform the Committee. Please
contact Claire Butcher on (01752) 5385337 or by email claire butch er@plymouth.ac.uk

Yours sincerely

Professor Michael Sheppard, PhD, Ac35
Chair, Research Ethics Committee -

Faculty of Health, Education & Society and
Peninsula Schools of Medicine & Dentistry]
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Appendix 3: Ethics approval letter — Focus Group Amendment

21 June 2013

CONFIDENTIAL

Dr Julian Archer

Plymouth University Peninsula Schools of Medicine & Dentistry
Plymouth University

C403 Portland Square

Dear Julian
Amendment to Approved Application

Amendment Reference Number: 12/13-153
QOriginal application Reference Number: 1213-122
Application Title: Evaluating the strategic impact of medical revalidation

| am pleasedto informyouthat the Committee has granted approval to vou for
vour amendment to the application approved on 13 May 2013.

Flease note that this approvalis for three vears, after which yvou will be
requiredto seek extension of existing approval.

Flease note that should any MAJOR changes to vourresearch design Qcour
which effectthe ethics of procedures involved you mustinform the Committee.
Flease contact Claire Butcheron (01752} 585337 or by email

claire butcher@plymouth.ac.uk

Yours sincerely

Professor Michael Sheppard, PhD, ACSS
Chair, Research Ethics Committee -
Faculty of Health, Education & Society and
Feninsula Schools of Medicine & Dentistry
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Appendix 4: Ethics application

PLYMOUTH UNIVERSITY e Application
FACULTY OF HEALTH, EDUCATION AND SOCIETY No:

(for FREC use)

RESEARCH
WITH
PLYMOUTH
UNIVERSITY

Faculty Research Ethics Committee
APPLICATION FOR ETHICAL APPROVAL OF RESEARCH

Title of research: Evaluating the strategic impact of medical revalidation

1. Nature of approval sought (Please tick relevant box)

(a) PROJECT*: (b) PROGRAMME®: [ ]
If (a) then please indicate which category:
¢ Funded research project Y

e MPhIl/PhD project
e Other (please specify):

*Note: In most cases, approval should be sought individually for each project. Programme
approval is granted for research which comprises an ongoing set of studies or investigations
utilising the same methods and methodology and where the precise number and timing of
such studies cannot be specified in advance. Such approval is normally appropriate only for
ongoing, and typically unfunded, scholarly research activity.

2. Investigators/Supervisors
Principal Investigator:
Name: Dr Julian Archer

Address for correspondence:

Dr Julian Archer

Director of the Collaboration for the Advancement of Medical Education Research &
Assessment (CAMERA), Plymouth University Peninsula Schools of Medicine & Dentistry,
C408 Portland Square,

Plymouth University,

Plymouth,
PL4 8AA
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Tel No + 44 (0)1752 586750

Email: Julian.archer@pms.ac.uk

Other staff investigators:

Dr Sam Regan de Bere, Dr Suzanne Nunn, Dr Lee Coombes, Dr Marie Bryce

Please indicate Department of each named individual, including collaborators external to the
Faculty:

Co-applicant:

Dr Sam Regan de Bere, Collaboration for the Advancement of Medical Education Research
& Assessment (CAMERA), Plymouth University Peninsula Schools of Medicine and
Dentistry (PU PSMD)

Research Fellow: Dr Nicola Brennan, CAMERA, PU PSMD

Research Fellow: Dr Suzanne Nunn, CAMERA, PU PSMD

Research assistant: Dr Marie Bryce, CAMERA, PU PSMD

Psychometric/statistical support: Dr Lee Coombes, CAMERA, PU PSMD

*Note: Principal investigators are responsible for ensuring that all staff employed on projects
(including research assistants, technicians and clerical staff) act in accordance with the

University’s ethical principles, the design of the research described in this proposal and any
conditions attached to its approval.

3. Funding body (if any) and duration of project/programme with dates*:
General Medical Council ‘Invitation to tender’
March 2013 — 30" September 2013

*Approval is granted for the duration of projects or for a maximum of three years in the case
of programmes. Further approval is necessary for any extension of programmes.

4. Research Outline:

Background

The approach to improving patient care by encouraging individual doctors to maintain their
clinical knowledge, skills and professional behaviours through on-going assessment is
growing in popularity across many countries. In the US, maintenance of certification (MOC)
sponsored by the American Board of Medical Specialties (ABMS) and its 24 member
boards, requires most certified specialists to seek recertification periodically (mostly every
10 years).*

In the UK, revalidation was launched on 3" December 2012. Similar to the MOC,
revalidation asks doctors to provide documentation across four domains; knowledge skills
and performance, safety and quality, communication partnership and teamwork, and
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maintaining trust.”* Documentation focuses on continuing professional development (CPD),
quality improvement activities such as clinical audit, significant events analysis, feedback
from colleagues and patients, as well as complaints and compliments.*?

Revalidation is unique in a number of important ways. Firstly, it is the only system in the
world where all doctors must successfully take part in order to retain their licence to practise.
This includes all specialists, general practitioners and all doctors in training; although in the
case of trainees this is linked to pre-existing training programmes. Secondly, revalidation
has been informed by the Royal Colleges, the UK’s professional medical bodies, but has
been implemented by the UK’s national regulator the General Medical Council (GMC).
Thirdly, decision making is initially devolved locally, structured around the NHS appraisal
process combined with information from the clinical governance systems in each
organisation. Documentation feeds into annual appraisals when, every five years, the
responsible officer (RO, normally the most senior doctor regionally), makes the
recommendation to the GMC as to whether a doctor should be revalidated or not.

Whilst the system for revalidation is operational, little is known about the role of professional
regulation in terms of its actual impact on practice. While MOC and relicensure are well
established in the US™! 12 _ and to a lesser extent in Canada and Australasia’*®, there has
been a dearth of focused research that evaluates its introduction, or its impact on
professional practice, quality improvement and patient safety. With the introduction of
revalidation in the UK comes a unique opportunity to explore its implementation, in terms of
best practice and deeper analysis to provide new insights into revalidation as a regulatory
lever and the development of a new professionalism.***

Research into the impact of revalidation as a lever for change requires investigation, for as
well as desired impacts or consequences there can also be unintended consequences.
Unintended consequences are significant because over time they can become significant
drivers, and not just products, of intervention (p.8).'* Identifying both positive and more
challenging unintended consequences may provide the opportunity to develop evidence-
based gateways to better practice.

Aim:
e To develop a framework for the future evaluation of the impacts of revalidation,
whether positive or negative. This will be used as the basis of a future, GMC
commissioned, longitudinal study to monitor impact

Objectives:
¢ The framework should enable the GMC to identify how far revalidation is meeting its
regulatory objectives of promoting proper standards of medical practise in the UK
¢ The framework should identify the ways in which revalidation supports change for
improvement

Research Design

Conceptualising what revalidation is about and how it might achieve its declared aims is
central to any evaluation. Drawing on policy impact and social discourse theories, we
propose a framework that explores revalidation as a potential unifying system, which brings
together two inter-related but historically parallel systems of appraisal and clinical
governance.

Methods to develop and establish a new evaluative framework
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In order to establish an evaluative framework we will need to take a multi-methodological
approach to reviewing the available or potential data that could develop meaning for the
components and their interactions. The focus of this tender response is to identify possible
data sources, existing or with potential for development, and establish the various
methodologies and methods that will be required to test their applicability within revalidation
as a system for change.

To achieve this, we propose to undertake three key approaches and triangulate the data to
develop the framework; first a brief selective literature review, second a review of the current
available published data and lastly interviews or focus groups with major stakeholders. We
are seeking ethical approval for the third stage.

The views of the majority of stakeholders will be captured through interview however where
a number of people in different departments of the one organisation need to be interviewed
a focus group (group interview) will be used.

Stage 3 - Thematic analysis of stakeholder interviews/focus groups

Data from the available literature and data review will be triangulated with data from a series
of interviews or focus groups undertaken with the major stakeholders. These include
patients and the public; doctors in a variety of different practice settings, such as locums, the
four UK Departments of Health, employers/contractors; and medical royal colleges, faculties
or specialty associations and other health regulators, such as the Care Quality Commission
and Monitor. We will use our existing network of connections in the field through our
previous research into revalidation in policy (where we interviewed leading members of the
medical and legal professions including royal colleges, the four national health departments
and employers), and through a current GMC tender exploring the FTP procedures
(interviewing patient groups and others) to establish a purposeful data sample of
approximately twenty interviewees. We will seek to minimise the impact of interviews or
focus groups on the participants by meeting them at their convenience.

Our expectation is that the available measures and stakeholder views and expertise will
shape the framework, the theoretically underpinning and future data collection. Drawing on
improvement science methodologies we will 1) involve user stakeholders to evaluate current
information and understanding, 2) clarify the intentions of revalidation as an intervention, 3)
begin to explore the reality of revalidation as an intervention as it is implemented, 4) explore
any needed changes in revalidation activities, 5) explore alternative evaluation designs, and
6) agree on evaluation priorities and intended uses of evaluative information. This process is
often cyclical returning to stakeholders with areas of disagreement between them and
between them and the literature however this will be limited in the short timescales offered
within the funding.

By triangulating the data from the three methods, we seek to identify the best quantitative
and qualitative measures (formative and summative measures) that could then be used to
feasibly evaluate revalidation as a lever for change.

The triangulation of the data will be presented within an overall framework of Cultural
Historical Activity Theory (CHAT). CHAT provides an accessible and flexible framework with
which to identify and examine interactions, as well as components of, a system as it is
implemented. Importantly it, 1) includes the cultural and historical aspects in which systems
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are working that will allow us to explore how the systems are currently shaped and
understood and 2) CHAT theorises that people continually shape, and are shaped by, their
social and cultural contexts and this will be important in terms of demonstrating cultural
shifts (for example, revalidation shaping day to day practice for doctors) as well as structural
changes. CHAT will therefore enable us to frame revalidation in the wider system of
healthcare and explore how revalidation might impact on the culture of healthcare provision
by supporting change for improvement in the future. The CHAT framework will be used to
triangulate and synthesise the data as well as guide the data collection.

5.  Where you are providing information sheets for participants please INSERT a copy
here. The information should usually include, in lay language, the nature and
purpose of the research and participants right to withdraw:

Qualitative research will be conducted with various stakeholder groups, including: The
Patients Assaociation and other patient interest groups, the four UK Departments of Health,
regulatory bodies, the Medical Royal Colleges and doctors in a variety of practice settings
across all four UK countries. The sampling strategy for this research is purposeful in nature.
Through our previous research focusing on revalidation both in policy and practice we have
developed a considerable list of relevant contacts. We will also identify key personnel
through the literature. Having identified individuals we will contact them directly via email in
partnership with the GMC.

Human participants are only involved at the interview/focus group stage. Researchers will
arrange a time and location convenient to the participant and travel as necessary to conduct
interviews in surroundings that the participant finds conducive. Informed consent will be
confirmed. Interviews will focus on the viewpoints and perspectives of the participants rather
than personal characteristics.

Interviews will last approximately 1 hour.

Flexible questioning will allow participants to frame their own narratives on a number of
issues presented to them.

We are interviewing participants in their capacity as spokespeople for their organisation, for
example the likely representative of a patient advocacy group will be their salaried
complaints manager. The research does not touch on controversial issues; none of our
interviewees are vulnerable people. We therefore do not intend to offer anonymity.

6. Ethical Protocol:

Please indicate how you will ensure this research conforms with each clause of Plymouth
University’s Principles for Research Involving Human Patrticipants. Please attach a
statement which addresses each of the ethical principles set out below. Please note: you
may provide the degree of detail required. Each section will expand to accommodate this
information.

(a) Informed consent:
Please indicate if a consent form is to be used. YES

Participants will be required to sign a consent form.

(b) Openness and honesty:
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The team members are experienced researchers. They are fully aware of University policy
relating to honesty and openness and used to adhering to University and, where stipulated,
guidelines published by funders.

Note that deception is permissible only where it can be shown that all three conditions
specified in Section 2 of Plymouth University’s Ethical Principles have been made in full.
Proposers are required to provide a detailed justification and to supply the names of two
independent assessors whom the Sub-Committee can approach for advice.

(c) Rightto withdraw:

Participants’ right to withdraw is explained in the participant information and is included for
agreement in the consent form.

(d) Protection from harm: N/A
Indicate here any vulnerability which may be present because:
o of the participants (they may be children or have mental health issues)
o of the nature of the research process. Indicate how you shall ensure their protection
from harm.

Please note - researchers contacting children as an aspect of their research must be
subject to CRB checks. These can be arranged through Human Resources.

Does this research involve:
Please tick

Vulnerable groups

Sensitive topics

Permission of a gatekeeper for initial access

Subjects being academically assessed by the researcher

Deception or research which is conducted without full and informed
consent

Research that will induce psychological stress, anxiety or humiliation or
cause minimal pain

Intrusive intervention (e.g., the administration of drugs, vigorous physical
exercise or hypnotherapy)

(e) Debriefing: Participants will be offered the opportunity to review their interview transcript to
check for accuracy. Participants may also request the deletion of comments but may not
alter the content of the transcript.

(f) Confidentiality: Digital audio recordings of interviews will be sent to an external transcriber
using an encrypted memory stick. The transcriber will be bound by a confidentiality
agreement. Hard copies will be kept in a secure cabinet and locked at all times. Electronic
data is stored on a shared hard drive on University servers these are encrypted and
password protected.

Personal data collected is in the form of names and occupational details only.

All data will be destroyed after 10 years in line with University policy.
Participants are aware that should the results of the research be published in a peer
reviewed journal any quotations used will be attributed to them and their organisation will
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also be named.

(g) Professional bodies whose ethical policies apply to this research:
General Medical Council

7. Researchers Safety

(@) Arethere any special considerations in relation to researchers’ safety?
No

(b) If so what provision has been made (for example the provision of a mobile phone, or a
clear recording of movements)

8. Declaration:

To the best of our knowledge and belief, this research conforms to the ethical principles laid
down by Plymouth University and by the professional body specified in 6 (g).

Principal Investigator:

Dr Julian Archer

W Date 21/06/2013

Signature
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Appendix 5: Information sheet for participants

PLYMOUTH
UNIVERSITY
PENINSULA

SCHOOLS OF MEDICINE & DENTISTRY

Evaluating the strategic impact of medical revalidation
Information for participants
[v3 21% of June 2013]

Thank you for showing an interest in this research project. Please read this information sheet
carefully before deciding whether or not to participate. If you decide to participate we thank
you. If you decide not to take part there will be no disadvantage to you of any kind and we
thank you for considering our request.

What is the aim of the project?

To develop a framework for the future evaluation of the impacts of revalidation, whether
positive or negative. This will be used as the basis of a future, GMC commissioned,
longitudinal study to monitor impact

What type of participants are needed?

We have contacted you personally along with others as we are interested in speaking to
people who represent stakeholders involved in revalidation. We are looking to recruit
participants from a broad spectrum including: The Patients Association and other patient
interest groups, the four UK Departments of Health, the Medical Royal Colleges, regulatory
bodies and doctors in a variety of practice settings across all four UK countries in order to
develop a framework for the future evaluation of the impacts of revalidation.

What will participants be asked to do?

Should you agree to take part in this research, you will be asked to complete and return the
accompanying consent form. One of the research team will then contact you to arrange a
convenient time and place for them to interview you either face to face or on the telephone,
or to attend a focus group.

Time commitment
Approximately 1 hour for interview or 2 hours for a focus group
Can participants change their mind and withdraw from the project?

You may withdraw from participation in the project at any time and without any disadvantage
to yourself of any kind. You are not required to give a reason for your decision to withdraw.

What data/information will be collected and what use will be made of it?
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This research involves an open-guestioning technique where the precise nature of the
guestions which will be asked have not been determined in advance, but will depend on the
way in which the interview/focus group develops. In the event that a line of questioning does
evolve in such a way that you feel hesitant or uncomfortable you are reminded of your right
to decline to answer any particular question(s) and also that you may withdraw from
participation in the research at any time and without any disadvantage to yourself of any kind.
Interviewees may also be asked to ‘draw’ how they understand the process as another way
of capturing data.

Individual interviews/focus groups will be recorded and transcribed. Digital audio tapes will
be sent to the transcriber using an encrypted memory stick. The transcriber is bound by a
confidentiality agreement. Your interview transcript will be combined with those of the other
participants and the dataset will be analysed as a whole.

Participants will be provided with a copy of the transcript of their interview with a member of
the research team on request in order to check for accuracy and request omissions but not
to alter the content. The data collected will be securely stored. Hard copies of data will be
kept in a secure cabinet and locked at all times. Electronic data is stored on a shared hard
drive on University servers these are encrypted and password protected.

Results of this project may be published in a peer review journal. The data collected will be
used as primary research material for a research report Evaluating the Strategic Impact of
Revalidation to be submitted to the GMC. Participants will not be anonymised in the report or
any publications in peer reviewed journals.

Why me?

You have been approached as we are interested in speaking to people who represent
stakeholders involved in revalidation.

What if participants have any questions?

If you have any questions about our research, either now or in the future, please feel free to
either contact:

Dr Julian Archer or Dr Sam Regan de Bere

Director of the Collaboration for the Lead for Medical Humanities
Advancement of Medical Education

Research & Assessment (CAMERA) CAMERA

Tel No: 01752 586750 Tel No: 01752 586777
julian.archer@pms.ac.uk S.Regandebere@plymouth.ac.uk
Complaints

If you have any complaints about the way in which this study has been carried out please
contact the principle investigator Dr Julian Archer in the first instance, this may be followed
by a complaint to the administrator of the Faculty Human Ethics Committee.

This project has been reviewed and approved by the University of Plymouth Faculty
of Health, Education & Society Research Ethics Committee
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Appendix 6: Consent form for participants

PLYMOUTH
UNIVERSITY
PENINSULA

SCHOOLS OF MEDICINE & DENTISTRY

Evaluating the strategic impact of medical revalidation
Consent form for participants
[v3 21% of June 2013]

| have read the Information Sheet Version2 Date 8" of May 2013 concerning this project and
understand what it is about. All my questions have been answered to my satisfaction. | understand
that | am free to request further information at any stage. | know that;

1. My participation in the project is entirely voluntary Y/N
2. | am free to withdraw from the project at any time without any Y/N
disadvantage and without having to give a reason for my decision
to withdraw
3. Audio-tapes will be retained in secure storage Y/N
4. The interview/focus group will use an open-question technique Y/N

where the precise nature of the questions which will be asked
have not been determined in advance.

5. The results of the project may be published and understand that Y/N
any quotes used will be attributed to me, and my organisation will
also be named

6. | understand that a trainee researcher may be present during the Y/N
interview for training purposes and | am / am not (please delete as
appropriate) happy for them to be present

(printed name of participant) (signature of participant) (date)
(printed name of researcher) (signature of participant) (date)

This project has been reviewed and approved by the University of Plymouth Faculty of Health,
Education & Society Research Ethics Committee
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Appendix 7: Invitation letter to participate in research

PLYMOUTH G Logo
UNIVERSITY
PENINSULA

SCHOOLS OF MEDICIMNE & DENTISTRY

08 October 2013

Dear ,

We are writing to you regarding research into the General Medical Council’'s revalidation
process for doctors. The aim of the research is to develop a framework for the future
evaluation of the impacts of revalidation. This research was commissioned by the GMC and
is being undertaken independently by the Collaboration for the Advancement of Medical
Education Research and Assessment (CAMERA) at the Plymouth University Peninsula
Schools of Medicine and Dentistry.

Due to your expertise in the area we would like to invite you, or a nominated individual from
your organisation, to participate in this research. Participation would involve a short
interview between yourself and a researcher, and will focus on your views and experiences
regarding revalidation. The interview will take place on the phone or one of our researchers
would travel to meet you. The interview would last for about an hour. It will be recorded and
then transcribed. You will have the opportunity to view the transcription before it is analysed
in order to check its accuracy and you may delete but not edit passages as you see fit. We
will combine your interview transcript with that of other participants for analysis, but please
note participants will be identified by name in the report and any subsequent publications.

You will have the right to withdraw from the research at any time without giving a reason.
We would be very grateful if you would consider undertaking this interview with us. We
have attached an information sheet and consent form. If you are happy to proceed then
please return a signed consent form to:

Dr. Julian Archer, NIHR Career Development Fellow, Clinical Senior Lecturer & Director of
the Collaboration for the Advancement of Medical Education Research & Assessment
(CAMERA), Plymouth University Peninsula Schools of Medicine & Dentistry, C408 Portland
Square, Plymouth University, Drake Circus, Plymouth, PLL4 8AA or electronically to
julian.archer@pms.ac.uk

Please include the best contact details for you or for your assistant on the consent form as
we will then contact you to arrange a convenient time and place to conduct the interview.
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If you have any questions in the meantime or require more information then please do not
hesitate to contact us: julian.archer@pms.ac.uk or 01752 586750. If you would like to speak

to someone at the GMC about this research, please contact Divya Pateldpatel@gmc-
uk.orgor 0207 189 5195.

We look forward to hearing from you in due course,
Yours sincerely

W

Dr Julian Archer
Plymouth University
Peninsula Schools of Medicine and Dentistry

Jon Billings
General Medical Council
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Appendix 8: Completed Interviews and Focus Groups

Interviews
Completed (24)

1. NALM Patient Association 21/6/13

2. Health Policy & Management Research 21/6/13

3. Revalidation Implementation Advisory Board
Representative 2/7/13

4. RIAB England 2/7/13

5. Academy of Royal Medical Colleges 3/7/13

6. British International Doctors Association 4/7/13

7. RIAB Northern Ireland 5/7/13

8. Responsible Officer (RO) 10/7/13

9. Appraiser 12/7/13

10. Royal College of Anaesthesia 12/7/13

11. Royal College of Psychiatrists 16/7/13

12. Appraisee 17/7/13

13. RIAB England 17/7/13

14. Wales Deanery 18/7/13

15. BMA 24/7/13

16. Appraiser in Primary Care 24/7/13

17. Independent Sector 24/7/13

18. RO Independent Sector 1/8/13

19. Locum Sector 2/8/13

20. Health Education England 14/8/13

21. Care Quality Commission 14/8/13

22. RIAB Wales 28/8/13

23. NHS England 2/9/13

24. RIAB Scotland 12/9/13

(RIAB)

&

Patient

Focus groups
completed (2)

GMC Focus Group 2nd of July 2013

1. Assistant Director, Registrations

Head of Regional Liaison Service
Responsible Officer

Assistant Director, Fitness to Practise
Strategic Relationships Manager

Head of Equality and Diversity

Assistant Director, Employer Liaison Service
Equal|tv & Diversity Focus Group 2nd of July 2013

NV AN

1. Progressive Muslims Forum
2. Medical Women's Federation
3. GIRES
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Appendix 9: Evaluation methods that were investigated but not
included in the framework

As part of developing the evaluation framework, the CAMERA research team investigated
the potential utility of a number of evaluation methods which were not ultimately included
in the final framework. Each of these methods is outlined here as well as the rationale for
excluding them.

(a) Reflection Scale

Rationale: One of the evaluation questions that emerged when developing the framework
was whether revalidation would result in a change in doctors’ level of reflection. There are a

145 A reflection

variety of different methods proposed in the literature to measure reflection.
scale could potentially provide a measure of whether the process of collecting the
supporting evidence and the appraisal had resulted in a self-perceived change in doctors’

levels of reflection.

Method: A reflection scale could be given to the proposed sample of appraisees before they
started collecting the supporting information and after their appraisal meeting throughout
the revalidation cycle in order to detect a change. There are a number of validated scales
that measure personal reflection in medical practice. Mamede and Schmidt** developed an
instrument to understand the nature of reflection in medical practice. Using an 87-item
guestionnaire, of which 65 questions were related to reflective practice, they identified a
multidimensional, five-factor model of reflective practice. The factors and reliability of each
were: deliberate induction (a = 0.83); deliberate deduction (a = 0.81); testing and
synthesizing (a = 0.79); openness for reflection (a = 0.86); and, meta-reasoning (a = 0.68).

Reason for Exclusion from Framework: It was concluded that this measure was not objective
as it is based on self-report and thus only measures doctors’ perceived level of reflection.
There were no published objective instruments with a robust literature for large scale
implementation without significant piloting in their own right. In addition the likelihood of
demonstrating a statistical significant change across an appraisal cycle or indeed
revalidation cycle was considered unlikely due to anticipated ceiling effects. Furthermore,
the lack of a control group (as all doctors are participating in revalidation) means that it
would be very difficult to establish causality.
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(b) Professionalism Scale

Rationale: An important evaluation question that emerged when developing the framework
was whether revalidation was resulting in a change in the awareness and adoption of the
values and principles of Good Medical Practice and thus professionalism as defined by the
GMC through this key document. There are a variety of different methods proposed in the

literature to measure professionalism. 147

A professionalism scale could potentially provide a
guantitative measure of whether the process of revalidation and the appraisal meeting have
resulted in a change in doctors’ perceived levels of professionalism. To investigate whether
professionalism levels have increased might therefore be addressed by giving a
professionalism scale to a sample of doctors before and after the appraisal throughout the

revalidation cycle to measure if levels of professionalism are increasing.

Method: There are a number of possible professionalism scales***™*°

151

administered by

, Wake Forest Physician Trust Scheme'®?, or administered by
153

patients e.g. FACE cards

supervisors/peers e.g. global rating forms™>, Amsterdam attitudes and communication

154

scale or self-administered e.g. Penn State College of Medicine Professionalism

135 A scale could be completed by doctors twice in the yearly appraisal cycle —

Questionnaire
before they started collecting their supporting information and after the appraisal. The scale
could be given to doctors over a number of years to investigate change over time. Another
option could be to analyse the MSF data that doctors collect as part of their appraisal
process this would provide an assessment of doctors’ professionalism from the patient

perspective.

Reason for Exclusion from Framework: Again sadly the professionalism scales would not
provide an objective measure as they are based on reported change and only measure
levels of professionalism as perceived by doctors or patients.. The possibility of measuring
change in MSF data, following an intervention, has already been rejected as part of a
national funding application to the NIHR by CAMERA in collaboration on the grounds that
the scores are already skewed and measured change would be unlikely to reach statistical
significance without unrealistic sampling.

In addition professionalism is a highly contested concept as demonstrated in the
stakeholder interviews. As with reflection, the lack of a control group (as all doctors are
participating in revalidation) means that it would be very difficult to establish causality.
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(c) Stepped Wedge Design Trial

Rationale: An important evaluation question that emerged in the development of the
framework was whether the introduction of revalidation had directly resulted in a change in
the activities of appraisal and clinical governance, and their components. The use of a
stepped-wedge design could potentially help alleviate concerns over causality arising from
the analysis of survey data over time (e.g. reflection, professionalism, awareness of GMP,
supporting evidence collection over annual cycles).

Methods: Stepped wedge randomised trial designs involve sequential roll-out of an
intervention to participants (individuals or clusters) over a number of time periods. By the
end of the study, all participants have received the intervention, although the order in which

1% |n this case the

participants receive the intervention is determined at random.
intervention is revalidation. The fact that doctors have different revalidation dates could be

used to cluster the doctors into groups with various outcome measures.

Reason for Exclusion from Framework: Revalidation is not a ‘point in time” intervention. The
key mechanism of revalidation is the appraisal meeting which was introduced into the NHS
in 2002.*"Revalidation was of course introduced in December 2013, so all doctors should
have already engaged with some aspects of the process, meaning that there is no clear-cut
before and after scenario.

In a stepped wedge design the most plausible outcome measure would be referrals to
Fitness to Practise, comparing referral rates between doctors who have been revalidated
and those yet to go through their first full cycle. Revalidation you might hypothesise should
reduce the proportion of doctors being referred. However in 2011; 8,781 enquiries were

reported regarding doctors fitness to practise.lss' 159

As a prospective trial, these numbers
would not be sufficient to meet statistical power requirements. Alternative outcome
measures such as professionalism and reflection scales are not appropriate as outlined

above.
(d) ‘Survival’ analysis

Rationale: In order to explore whether revalidation has facilitated the identification and
addressing of potential concerns earlier and before they become safety issues or fitness to
practise referrals the research team explored the possibility of a ‘survival’ analysis.

Method: Survival analyses involve the modelling of time to event data; in the context of the
current study, a doctor’s referral is considered the event.'® Using population data over 5-10
years one could compare the ‘survival’ (i.e. non-referral) of doctors between a) 2008-2013,
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b) time since 2013 to revalidation date and c) time since revalidation (up to next
revalidation). Comparing a) and b) may identify if the appraisal process is working e.g. we
would expect a constant proportion of doctors referred each year 2008-2013, but a fall in
the proportion each year 2013-revalidation date. If revalidation is working, we would expect
this proportion to drop to almost zero in the post-revalidation period. In terms of survival,
we would therefore hypothesise that c>b>a.

Reason for Exclusion from Framework: This method was rejected because of sample sizes.
The difficulty arising as there are not enough ‘cases’ to be able to power the study. Too few
doctors are referred to FTP procedures annually compared to the national cohort.

(e) Interrupted Time Series:

Rationale: In order to explore whether revalidation has facilitated the identification and
addressing of potential concerns earlier and before they become safety issues or fitness to
practise referrals the research team explored an interrupted time series design.

Method: In an interrupted time series (ITS) design, data are collected at multiple instances
over time before and after an intervention to detect whether the intervention has an effect

161, 162

significantly greater than the underlying secular trend. In the current study the

introduction of revalidation is the interruption. ITS are strong designs when experimental

VL1210 an ITS, the rate of GMC sanctions (i.e. any “negative”

approaches are not possible.
outcome) for each year can be plotted. Two separate regression lines can then be estimated,
one pre- and one post- revalidation (with a lag if thought appropriate) and we can then
evaluate whether there is a change in level and/or slope between the two periods. It would

be hypothesised that both changes are possible.

Reason for Exclusion from Framework: This method was not included in the framework due
to the sample sizes required. The crucial inputs are the number of time points and the

183 As we would not have that many time points, we would need an

expected effect size.
effect size of at least 1. Looking at the standard deviation of the proportion of doctors with
adverse FTP decisions in 2008-11, this means the change in level and change in rate would
need to sum to at least 6%, which would be impossible (Figure 5). This is without controlling
for dependency of observations across time points (i.e. mostly the same doctors each year)

and an unbalanced number of time points pre- and post- intervention.
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Figure 5: Pre-revalidation trend in negative outcomes

Pre-revalidation trend in negative GMC outcomes
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(f) Ethnographic Study of Reflection in Practice

Rationale: In order to explore doctors’ reflection in practice the CAMERA team discussed the
possibility of conducting an ethnographic study.

Method: An ethnographic study observing doctors in their daily practice could be conducted.
This would involve researchers either taking field notes or recording (digital or audio)
doctors on a typical day in their practice over a period of time and qualitatively analysing
the data generated.

Reason for Exclusion from Framework: This would be an extremely expensive study to carry
out. In addition, whether one could truly capture doctors’ reflection in their daily medical
practice is questionable as reflection is a cognitive process and therefore not ‘observable’.
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Appendix 10: Likely minimum sample sizes for qualitative

interviews and audio-recorded appraisals if conducted annually

for 3 years to achieve data saturation

Analysis
of Appraisal | Interview | Interview . .
Appraisal | meeting with with Int_erwew In'Ferwew
. . . with RO | with ELA
Forms (audio- | Appraisee | Appraiser
recorded)

Primary Care 4 8 8 8

Secondary care 4 8 8 8

Mental Health consultants 1 2 2 2

Independent practice doctors 2 4 4 4

Primary Care Locums 2 4 4 4

Secondary Care Locums 2 4 4 4

SAS or trust grade doctors 2 4 4 4

Clinical Academics 2 4 4 4

Total per individual centre 19 38 38 38 4 1
Annual total for all 6 centres 114 228 228 228 24 6
Proposed  minimum . totals 342 684 684 684 72 18
across a 3 year study period

Likely minimum total data points across the study: 2142
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