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Abstract
Background
Decreased sexual activity and sexual problems are common among people with cardiovascular disease, negatively impacting relationship satisfaction and quality of life. International guidelines recommend routine delivery of sexual counselling to cardiac patients. The Cardiac Health and Relationship Management and Sexuality (CHARMS) baseline study in Ireland found, similar to international findings, limited implementation of sexual counselling guidelines in practice. The aim of the current study was to develop the CHARMS multi-level intervention to increase delivery of sexual counselling by healthcare professionals. We describe the methods used to develop the CHARMS intervention following the three phases of the Behaviour Change Wheel approach: understand the behaviour, identify intervention options, and identify content and implementation options. Survey (n = 60) and focus group (n = 14) data from two previous studies exploring why sexual counselling is not currently being delivered were coded by two members of the research team to understand staff’s capability, opportunity, and motivation to engage in the behaviour. All potentially relevant intervention functions to change behaviour were identified and the APEASE (affordability, practicability, effectiveness, acceptability, side effects and equity) criteria were used to select the most appropriate. The APEASE criteria were then used to choose between all behaviour change techniques (BCTs) potentially relevant to the identified functions, and these BCTs were translated into intervention content. The Template for Intervention Description and Replication (TIDieR) checklist was used to specify details of the intervention including the who, what, how and where of proposed intervention delivery.

Results
Providing sexual counselling group sessions by cardiac rehabilitation staff to patients during phase III cardiac rehabilitation was identified as the target behaviour. Education, enablement, modelling, persuasion and training were selected as appropriate intervention functions. Twelve BCTs, linked to intervention functions, were identified for inclusion and translated into CHARMS intervention content.

Conclusions
This paper details the use of Behaviour Change Wheel approach to develop an implementation intervention in an under-researched area of healthcare provision. The systematic and transparent development of the CHARMS intervention will facilitate the evaluation of intervention effectiveness and future replication and contribute to the advancement of a cumulative science of implementation intervention design.
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Background
The gap between what we know and what we do, between research evidence and clinical practice, is a consistent feature of healthcare delivery [1, 2]. Changing healthcare professional behaviour to implement evidence-based guidelines into routine practice is a major challenge within the time and resource constraints of the healthcare system. Implementing guidelines for sensitive topics, such as sexuality, can be particularly difficult with healthcare professionals’ discomfort and fear of causing offence acting as additional barriers to changing patient care [3]. Obstacles to implementation can arise at multiple levels within the healthcare system: from the individual patient to the wider environment [4].
Multi-level interventions are interventions targeted at several levels, for example, individual patients, groups, and organisations [5]. Implementation interventions, to improve the update of evidence into practice, can be understood as multi-level interventions that require patient, provider, system and environmental level change [6]. The overall goal of implementation interventions is to enhance care at a patient level to improve patient outcomes. Implementing evidence into practice often requires intervention at the provider level to support healthcare professionals to modify established patterns of care. Ensuring sustainability requires interventions to be integrated at a system level and to work within healthcare infrastructures for adoption into routine care. Finally, at an environmental level, the widespread adoption of new practices requires the development of policy frameworks that embed implementation at a national or international level.
Recent years have seen advancements in behavioural science of particular relevance to the healthcare professional behaviour change at the heart of provider level interventions [7]. Systematic guidance and lists of behavioural techniques provide tools to develop theory-based behaviour change interventions, detail the mechanisms through which change is expected to occur and describe intervention content using shared terminology [8, 9]. The current study explores the use of these tools and techniques to develop a multi-level implementation intervention to promote the provision of sexual counselling to cardiac patients.
Sexual counselling is an under-researched aspect of healthcare provision. Sexual dysfunction among patients with cardiovascular disease is common, and return to sexual activity after a cardiac event is challenging [10, 11]. Sexual problems can have far-reaching and negative consequences on psychological well-being, relationship satisfaction and quality of life [12, 13]. There is evidence that sexual counselling can reduce sexual problems and improve sexual function [14]. The World Health Organization has rated the evidence that brief sexuality-related counselling is more effective than usual care in reducing sexual difficulties as strong [15]. Sexual counselling for cardiac patients aims to assess existing sexual problems, provide information on concerns and support safe return to sexual activity after a cardiac event or procedure [16]. A consensus document endorsed by the American Heart Association and European Society of Cardiology recommends routine assessment of sexual problems and sexual counselling for all individuals with cardiovascular disease [17, 18]. Despite consensus guidelines, and evidence of patient need, discussions between patients and providers about sexual activity rarely take place in practice [19].
Exploring the healthcare context is recommended for the effective implementation of guidelines into practice [6]. In Ireland, the Cardiac Health and Relationship Management and Sexuality (CHARMS) baseline study surveyed nationally representative samples of patients, general practitioners and cardiac rehabilitation staff about sex and cardiovascular disease [20]. In line with international evidence, Irish cardiac patients reported high rates of sexual problems; nearly double the rate for age-matched non-cardiac samples [21]. Patients recognised the need for support, with the majority interested in receiving sexual education and counselling. This need was not being met; two thirds of patients reported that sex had never been addressed by their healthcare provider, and when addressed, satisfaction with the manner of provision was low [21]. General practitioners reported rarely discussing sexual concerns with cardiac patients [22], and cardiac rehabilitation staff reported a lack of specific assessment and counselling guidance within their service [23].
We aimed to develop the CHARMS complex multi-level intervention to address the poor implementation of evidence-based guidelines to provide sexual counselling to cardiac patients in Ireland. The overall aims of the CHARMS intervention were to:	Improve sexuality-related outcomes for patients with cardiac disease (patient level)

	Increase provision of sexual counselling by healthcare providers (provider level)

	Develop a sustainable pathway for the delivery of sexual counselling within the Irish healthcare system (system level)




As there are very few examples of documented sexual counselling interventions and existing examples are poorly described [24], we chose to take a systematic approach to intervention development and description. The Behaviour Change Wheel (BCW) is a framework for designing interventions developed by synthesising 19 existing behaviour change frameworks [8]. Step-by-step guidance on the use of the BCW in the systematic design of interventions has been outlined and linked to the UK Medical Research Council (MRC) guidance for the development of complex interventions [25, 26]. At the centre of the BCW is the Capability Opportunity Motivation-Behaviour (COM-B) model, a means to understand behaviour in context. Understanding the behaviour of health professionals in context facilitates the development of interventions to target barriers to change that behaviour. Tailoring interventions to overcome context-specific barriers has been shown to improve care delivery and patient outcomes [27].
The COM-B model describes behaviour as an interaction between an individual’s capability, opportunity and motivation to engage in the behaviour. Capability is the individual’s ability to perform a behaviour and includes both physical capability (e.g. skills) and psychological capability (e.g. knowledge). Opportunity describes the factors that lie outside the individual that facilitate or prompt behaviour and includes both physical opportunity (e.g. affordability) and social opportunity (e.g. cultural norms). Motivation describes the brain processes that energise and direct behaviour and includes both automatic motivation (e.g. habits) and reflective motivation (e.g. cost-benefit decision making). The BCW links COM-B components to nine intervention functions (coercion, education, enablement, environmental restructuring, incentivisation, modelling, persuasion, restriction, training), through which an intervention can change behaviour, and seven broad policy categories (communication/marketing, environmental/social planning, fiscal measures, guidelines, legislation, regulation, service provision) describing the decisions authorities can make to support delivery of intervention functions [28].
The BCW approach links intervention functions to behaviour change techniques (BCTs), the observable, replicable and irreducible active ingredients of an intervention, outlined in the BCT Taxonomy v1 (BCTTv1), a structured list of BCTs [29]. The agreed labels and definitions included in the BCTTv1 allow intervention content to be clearly described using standard terminology [9, 29]. Existing studies have used the BCW, the COM-B model and BCT taxonomies to develop and describe implementation interventions in healthcare settings [26, 30, 31].
This paper describes the methods used to develop the CHARMS intervention to increase the provision of sexual counselling to cardiac rehabilitation patients in Ireland following the BCW approach. By describing the use of the BCW to implement international guidelines in practice, we hope to provide guidance for future implementation intervention designers and to reflect on the usefulness of the BCW in the development of implementation interventions. The main target of behaviour change was at the provider level, to increase the provision of sexual counselling by healthcare professionals. However, as changing provider behaviour requires patient level interaction and system level integration, the multi-level nature of the intervention was considered throughout development.

Methods
We used the BCW to guide intervention development. BCW guidance provides a step-by-step method for designing behaviour change interventions and outlines three phases in the intervention design process: understand the behaviour, identify intervention options and identify content and intervention options [28].
Phase 1: Understand the behaviour
Phase 1 describes four steps that lay the ground work for understanding the target behaviour: define the problem in behavioural terms, select the target behaviour, specify the target behaviour and identify what needs to change.
Step 1: Define the problem in behavioural terms
Step 1 requires describing the problem of interest as a behaviour and specifying the target group involved and the behaviour itself. We used guideline recommendations [17, 18] and documented evidence-practice gaps in Ireland [21, 23, 32] to define the problem in behavioural terms.

Step 2: Select target behaviour
Step 2 describes generating a long list of potential candidate behaviours and selecting a target behaviour by considering each behaviour in terms of potential impact, likelihood of change, spillover effect and ease of measurement. We did not engage with this step in the process, as the target behaviour was pre-determined from international guidelines.

Step 3: Specify the target behaviour
We followed BCW guidance to specify the target behaviour in appropriate detail and in context by answering the following questions: What is the behaviour that will be targeted for change? Who performs the behaviour? When and where do they perform the behaviour? In answering these questions to specify provider level behaviour change, we maintained a system level awareness of the reality of Irish healthcare. We answered these questions with reference to published recommendations on the delivery of sexual counselling to individuals with cardiovascular disease [17, 18]. We identified the setting for our implementation intervention through a system-level consideration of the most sustainable method of delivery within Irish healthcare and by incorporating the views of patients, general practitioners and cardiac rehabilitation staff elicited during the CHARMS baseline studies [32].

Step 4: Identify what needs to change
We used two of the CHARMS baseline studies to understand why the target behaviour was not currently being carried out and to identify what needs to change: a nationally representative quantitative survey of cardiac rehabilitation staff (n = 60) views of sexual counselling [23] and a qualitative study of staff (n = 14) experiences of discussing sexual issues with patients [32]. From the quantitative survey, endorsed attitudes and beliefs and perceived barriers to the provision of sexual counselling were extracted, as were self-ratings of knowledge, confidence and awareness in relation to sexual counselling. From the qualitative study, reported barriers from focus group data were extracted. Data from both studies were then coded to COM-B model components by PM and JMS.


Phase 2: Identify intervention options
Phase 2 describes two steps to guide selection of intervention options: identify intervention functions, the broad categories through which an intervention can change behaviour, and identify policy categories to support the delivery of the identified functions.
Step 5: Identify intervention functions
We identified potentially relevant intervention functions by linking the COM-B components relevant to why sexual counselling is not currently being carried out, with intervention functions as per published guidance on the use of the BCW [8]. We then used the APEASE (affordability, practicability, effectiveness and cost effectiveness, acceptability, side effects/safety and equity) criteria to select the most appropriate intervention functions for our intervention [28].

Step 6: Identify policy categories
BCW guidance suggests which policy categories are likely to be appropriate and effective in supporting different intervention functions. For each intervention function identified in step 5, we listed the policy categories suggested in BCW guidance. We then identified the policy categories common across our included intervention functions and selected those we believed to be most applicable to the cardiac rehabilitation setting [28].


Phase 3: Identify content and implementation options
Phase 3 describes two steps to specify intervention content in more detail in terms of BCTs and to identify the mode of delivery for the intervention.
Step 7: Identify behaviour change techniques
We used the labels and detailed definitions included in the BCTTv1 [9] to identify BCTs. We took the intervention functions identified during step 5 and prepared an initial long list of potential BCTs using published guidance mapping BCTs to intervention functions [28]. BCTs that did not meet the APEASE criteria within the context of cardiac rehabilitation were excluded, and the most appropriate BCTs were shortlisted by JMS, PM and MB separately. We decided on final BCT inclusion through group discussion.

Step 8: Identify mode of delivery
JMS, PM and MB first separately brainstormed the best ways to translate BCT into intervention content and then met to discuss and agree on content. We used the Template for Intervention Description and Replication (TIDieR) checklist to specify details of the intervention including the who, what, how and where of proposed intervention delivery [33].



Results
Phase 1: Understand the behaviour
Step 1: Define the problem in behavioural terms
The healthcare problem was the gap between current practice identified in the published literature [21, 23, 32] and international consensus guidelines to deliver sexual counselling to people with cardiovascular disease [17]. We identified increased delivery of sexual counselling as the behaviour to be targeted to address the problem.

Step 2: Select target behaviour
We did not identify a long list of candidate behaviours and select one as outlined in BCW guidance. Instead, international guidelines provided the target behaviour: the delivery of sexual counselling by healthcare professionals to people with cardiovascular disease.

Step 3: Specify the target behaviour
What is the behaviour that will be targeted for change?
The delivery of sexual counselling to people with cardiovascular disease was the behaviour targeted for change.

When and where is the behaviour performed?
Findings from the CHARMS baseline indicated that all stakeholders considered cardiac rehabilitation to be an appropriate setting for the delivery of sexual counselling [32]. Further specification of the target behaviour required an understanding of the format of Irish cardiac rehabilitation. There are 37 cardiac rehabilitation centres in Ireland which operate as units within a hospital. Cardiac rehabilitation is managed and delivered by a cardiac rehabilitation co-ordinator supported by a range of healthcare providers, including cardiologists, physiotherapists, nurses, occupational therapists, dieticians, pharmacists, psychologists and social workers.

There are four phases of cardiac rehabilitation, and each was considered as a potential implementation setting for the CHARMS intervention. Phase 1, hospitalisation following an acute cardiac event, was deemed unsuitable as patients may be too sick, and treatment too intensive, for the delivery of sexual counselling. Phase 2, the immediate post-discharge period, was also deemed not suitable as it is generally unstructured, variable in length, and input from health professionals may be minimal. Phase 3, structured exercise and education programmes delivered by cardiac rehabilitation staff in hospital outpatient units, was deemed to be suitable because (1) patients at this stage are engaged in a return to usual activities, including sex; (2) the intervention could be integrated into existing structured programmes; and (3) the intervention could be delivered by cardiac rehabilitation staff rather than by researchers, thus making the implementation sustainable. Phase 4, the on-going maintenance of lifestyle changes enacted in previous phases, was deemed to be unsuitable given the lack of structure and uncertain input from healthcare professionals.
International guidelines do not specify whether sexual counselling should be delivered on a one-to-one or group basis. However, as cardiac rehabilitation sessions are currently group-based, group delivery was chosen as the most feasible and sustainable delivery method. The potential spillover effects from group delivery was also promising as group discussion may facilitate the normalisation of sexual issues and empower patients to request one-to-one advice if needed.
Who performs the behaviour?
As cardiac rehabilitation can be delivered by different healthcare providers in different centres, the type of healthcare provider was not specified at this stage.

By answering the questions provided in BCW guidance, the target behaviour was specified as the provision of sexual counselling group sessions by cardiac rehabilitation healthcare staff to all patients aged 18 or older with cardiovascular disease during phase III cardiac rehabilitation in hospital centres in the Republic of Ireland.

Step 4: Identify what needs to change
By using the COM-B model to understand why sexual counselling is not currently being delivered by cardiac rehabilitation staff, we identified psychological capability, social opportunity, reflective motivation and automatic motivation as potentially important COM-B components to target. A summary of the identified barriers and associated COM-B components is provided in Table 1.Table 1Barriers to sexual counselling delivery, COM-B components, selected intervention functions, selected BCTs and BCT translation within the intervention


	Barriers identified (source)
	COM-B component
	Selected intervention functions
	Selected behaviour change techniques
	Translation of behaviour change techniques within the intervention

	Lack of knowledge and guidelines/information [23, 32]
Low awareness among staff of sexual problems and cardiovascular disease [23]
	Psychological
Capability
	Education
	5.1 Information about health consequences
	Provide information on clinical guidance about returning to sexual activity
Provide information on improved health consequences for patients who receive sexual counselling

	5.6 Information about emotional consequences
	Provide information on improved QOL/emotion for patients who receive sexual counselling

	6.3 Information about other’s approval
	Discuss best practice guidelines developed by experts recommending sexual counselling

	Lack of training in the provision of sexual counselling [23]
	Psychological
Capability
	Training
	4.1 Instruction on how to perform a behaviour
	Provide manual and checklist of how to deliver group session
Provide step-by-step guidance on how to address sexual concerns if raised

	6.1 Demonstration of behaviour
	Show videos clips of good examples of HCPs interacting with patients who raise sexual concerns

	8.1 Behavioural practice/rehearsal
	Role play exercises of interacting patients who raise sexual concerns

	Perceptions among staff that the provision of sexual counselling to female patients is more difficult [23, 32]
	Social opportunity
	Enablement
	1.2 Problem solving
	Work with HCPs to identify potential problems related to gender and means to overcome barriers

	13.2 Framing/reframing
	Suggest that provision of sexual counselling to women is particularly important given greater difficulties for women in discussing these issues

	15.1 Verbal persuasion about capability
	Provide positive feedback in relation to role play performance and link with ability to provide sexual counselling in real-life settings

	Modelling
	6.1 Demonstration of the behaviour
	Show video clips of good communication around sexual problems with women

	Perceptions among staff that issues related to patient culture, religion and ethnicity can make sexual counselling more difficult [23, 32]
	Social opportunity
	Enablement
	1.2 Problem solving
	Work with HCPs to identify potential problems related to culture, ethnicity and religion and means to overcome barriers

	13.2 Framing/reframing
	Suggest that provision of sexual counselling to all is particularly important given greater cultural, religious and ethnic diversity

	Modelling
	6.1 Demonstration of the behaviour
	Show video clips of good communication around sexual problems with people from different ethnic groups

	A sense of embarrassment and discomfort with sexual matters among staff, exacerbated by the older age of many patients [32]
Staff members’ fear of offending patients should they broach the topic of sex and sexuality [32]
	Automatic motivation
	Modelling
	6.1 Demonstration of the behaviour
	Show video clips of interactions with patients that minimises potential offence and embarrassment

	Persuasion
	5.1 Information about emotional consequences
	Provide info on improved health outcomes for all patients

	6.3 Information about others’ approval
	Provide information on patient’s expressed need for sexual counselling

	13.2 Framing/reframing
	Reframe discussing sexual issues as meeting patients’ needs rather than causing offence

	The perception among staff that patients do not expect staff to ask about sex [23]
The perception among staff that giving permission is not a staff responsibility [23]
	Reflective motivation
	Education
	6.3 Information about other’s approval
	Give examples from the CHARMS baseline study showing how cardiac patients wanted and needed their healthcare providers to ask them about sex.

	Persuasion
	6.2 Social comparisons
	Show how sexual counselling is already part of routine cardiac rehabilitation in some centres in Ireland, and how it is integrated with rehabilitation in other countries

	 	9.1 Credible source
	Provide information on the guidelines on sexual counselling during cardiac rehabilitation from the ESC and the AHA

	Low confidence (among staff in the area of sexual counselling) [23]
	Reflective motivation
	Persuasion
	15.1 Verbal persuasion about capability
	The CHARMS educator will provide verbal support and reassurance throughout the training session, telling the staff members that they can successfully provide sexual counselling to their patients.

	Modelling
	6.1 Demonstration of the behaviour
	Show video clips depicting a cardiac rehabilitation staff member providing sexual counselling in a confident, assured manner.

	Perceptions about the relationships between gender and age and sexuality [23, 32]
	Reflective motivation
	Persuasion
	5.1 Information about health consequences
	Provide info on improved health outcomes for all patients

	5.2 Salience of consequences
	Provide case studies of positive consequences of providing sexual counselling including patients who vary by gender and age

	5.6 Information about emotional consequences
	Provide info on improved quality of life and emotional outcomes for all patients

	6.3 Information about others’ approval
	Provide information on patients’ expressed need for sexual counselling including patients who vary by gender and age

	9.1 Credible source
	Ensure credibility of CHARMS educator and include expert video clips on benefits for all patients

	13.2 Framing/reframing
	Reframe discussing sexual issues as meeting patients’ needs regardless of gender or age

	Staff perceptions of patients’ lack of readiness and awareness with regard to sexual issues [23]
	Reflective motivation
	Persuasion
	6.3 Information about others’ approval
	Provide information on patients’ awareness of sexual issues and expressed need for sexual counselling during cardiac rehabilitation




Psychological capability
Both survey and focus group data indicated that staff felt they did not have the psychological capability to deliver sexual counselling and reported limited knowledge, awareness and information about sexual issues in cardiovascular disease and inadequate training in the skills required to deliver sexual counselling [23, 32].

Social opportunity
A number of social opportunity factors impacted on staff inclination to deliver sexual counselling to particular patient groups [32]. Older age was seen to be a barrier, with younger patients perceived to be more comfortable with discussions of sexuality. Male patients were seen to treat the discussion of sex in a jocular fashion; groups including women were seen to be more serious which may limit open discussion. A number of barriers particular to the delivery of sexual counselling to women were also discussed. Women were described as being unlikely to raise the topic of sexuality and to actively avoid cardiac rehabilitation sessions where sexuality would be discussed. Staff were also more reluctant to discuss sex with women as they believed older female patients had no experience or desire to discuss their sex lives with health professionals. Sexual dysfunction was also seen as more problematic and time-consuming for women, and to have fewer referral pathways available.

Social opportunity was also reflected in the issues around ethnicity, culture, language and religion identified as barriers to sexual counselling delivery in both the focus group and survey studies [23, 32]. Staff felt the discussion of sexual functioning might cause offence to some ethnic populations, or that staff from different cultural backgrounds may find the delivery of sexual counselling more difficult.
Reflective motivation
Perceived lack of patient readiness, not viewing assessment and counselling as a staff responsibility, and low staff confidence in their ability to deliver sexual counselling were identified as additional barriers across patient types [23].

Automatic motivation
The perceived difficulties in discussing sexual issues with patients also lead to negative emotional reactions to the delivery of sexual counselling that fall within the category of automatic motivation. In focus groups with cardiac staff, a sense of embarrassment and a fear of offending were two of the most frequently cited barriers to the discussion of sexuality [32] and discomfort with sexual matters was identified as a barrier in the staff survey [23].



Phase 2: Identify intervention options
Step 5: Identify intervention functions
All nine intervention functions were potentially relevant to the COM-B components identified. The use of the APEASE criteria to determine the most relevant intervention functions within the context of phase 3 hospital cardiac rehabilitation in Ireland is shown in Additional file 1. Based on our application of the APEASE criteria, we selected education, enablement, modelling, persuasion and training as the most appropriate intervention functions.

Step 6: Identify policy categories
All seven policy categories were identified as potentially appropriate using BCW guidance, across the five intervention functions identified in step 5. Guidelines, regulation, legislation and service provision were common across at least four of the five included intervention functions. As regulation and legislation change were beyond the scope of our intervention, we identified guidelines and service provision as the two policy categories most relevant to the CHARMS intervention.


Phase 3: Identify content and implementation options
Step 7: Identify behaviour change techniques
The initial long list of BCTs matched to intervention functions, and the initial selection of potential BCTs using the APEASE criteria, are shown in Additional file 2. From this list of potential BCTs, we selected 12 BCTs as the most appropriate following group discussion. Details of the selected BCTs linked to barriers and intervention functions are shown in Table 1.

Step 8: Identify mode of delivery
For mode of delivery, the items included in the TIDieR checklist provided a guide to the specification of the planned delivery of intervention content. The completed TIDieR checklist is shown in Additional file 3.


The CHARMS implementation intervention
The CHARMS implementation intervention consists of the delivery of the 12 BCTs to all cardiac rehabilitation healthcare providers as a face-to-face group intervention lasting approximately 2 h. The translation of chosen BCTs into intervention content is shown in Table 1. The intervention will be delivered by a CHARMS educator. Grimshaw et al. (2011) highlight the importance of credibility and suggest that the most appropriate person to deliver an implementation intervention varies according to the target audience [34]. The four criteria set for the CHARMS educator were as follows:	1.Be from a health profession currently represented within usual cardiac rehabilitation


 

	2.Have experience with dealing with sexual issues among patients with cardiovascular disease


 

	3.Be experienced in cardiac rehabilitation


 

	4.Be able to advise on acceptability or feasibility issues with the intervention and study protocol


 




The CHARMS intervention delivered by the CHARMS educator will support staff to deliver a 30-min group-based sexual counselling session to patients within the cardiac rehabilitation programme. Here again, a system-level consideration was important as not all cardiac rehabilitation centres work in exactly the same way. For example, the number of staff and the length of the rehabilitation programme can vary, as can the number of patient groups running at any one time. Therefore, sexual counselling delivery needs to be integrated into the rehabilitation programme at each centre in a flexible way. The CHARMS educator will discuss, agree and document with staff details of the integration of group sexual counselling into the routine cardiac rehabilitation programme.
Staff will be provided with an intervention manual (with content linked to BCTs defined in the BCTTv1) which includes additional detail to support the intervention content delivered by the CHARMS educator and step-by-step guidance on the delivery of sexual counselling at the patient level. Staff will also be provided with an information booklet for patients containing information on the resumption of sexual activity after a cardiac event and suggestions about how to deal with problems when they arise. Partners of patients will be invited to attend the session in line with international guidance [17, 18]. Study posters will also be displayed in the participating cardiac rehabilitation centres to reassure patients that a return to sexual activity after a cardiac event is normal and to encourage patients to seek advice from staff if they have a sexual problem.


Discussion
This paper describes the methods used to systematically develop the multi-level CHARMS implementation intervention to increase uptake of sexual counselling delivery guidelines by hospital cardiac rehabilitation staff in Ireland. The paper addresses a clear evidence-practice gap in the delivery of sexual counselling and describes a transparent intervention development process informed by focus group and survey data from cardiac rehabilitation staff and patients. The paper extends behavioural science methodology by using the BCW to develop an intervention in an under-researched and sensitive area of healthcare provision, the delivery of sexual counselling during cardiac rehabilitation. Our use of a systematic approach, identification of mechanisms of action and description of intervention content using standard terminology will allow the CHARMS intervention, whether effective or not, to contribute to the cumulative science of implementation intervention development. The paper also provides a worked example and a reflection on the application of the BCW to implementation intervention development, which may be useful for other researchers.
Reflections on the BCW approach
We found that the BCW provided a useful framework to move from our initial exploratory research in the area of sexuality and health services for people with cardiovascular disease towards intervention formulation, particularly at the provider level. Michie and colleagues [28] suggest that the major strength of the BCW approach is that it encourages intervention designers to consider the full range of options and to choose the most promising through a systematic evaluation of theory and evidence. Our experience supports this suggestion, and the BCW approach allowed us to identify all potentially relevant intervention functions and BCTs and to select the most appropriate. The use of the BCT taxonomy allowed us to specify content in detail, using agreed labels and definitions. We found the use of standardised terminology and pre-determined phases of the development process to be invaluable in facilitating discussion within the research team.

Guidance for taking a systematic approach to designing interventions is also provided by frameworks other than the BCW. Intervention mapping, for example, outlines an alternative approach to developing theory- and evidence-based health promotion programmes [35]. One of the strengths we identified in our use of the BCW is the simplicity and coherence of the COM-B model at the core. A systematic review of the extent of use of theory in implementation research found that only 53 of 235 studies (22.5 %) had employed theories [36]. A traditional issue with theory, particularly when working in a multi-disciplinary team, is the difficulty in selecting the most appropriate theory from a potentially long list of options [37]. COM-B provides a simplified framework suitable for application to behaviour in any setting.
We found some of the initial steps to define and select the target behaviour to be less fundamental to the development of our intervention. Although we have outlined all of the steps included in BCW guidance in the current study, in reality, international guidelines provided the target behaviour: the delivery of sexual counselling by healthcare professionals to people with cardiovascular disease. The target behaviour may be pre-specified in other implementation interventions designed to support uptake of guidelines into practice or be decided a priori in funding applications to support intervention development.
We identified some potential ambiguities in the use of the COM-B model to identify what needs to change to alter behaviour, as exploratory data could potentially be coded in different ways. For example, barriers identified by staff around patient lack of readiness could be coded as social opportunity if seen as a reflection of the reality of Irish social and cultural norms. However, studies with patients contradict staff perceptions, as patients report a desire for sexual issues to be raised by their healthcare professional [32]. Accordingly, perceived lack of patient readiness may be best understood as a staff member’s personal evaluations of the situation, rather than reality, and be coded as reflective motivation within the COM-B model. Multiple perspectives are an inherent characteristic of multi-level implementation interventions, and more examples of how approaches such as the BCW can be applied across patient, provider, system and environmental levels of change would be helpful in navigating the complexities of real-world implementation.
Further guidance on the translation of BCTs into intervention content would also be helpful. Although this is covered to some extent in BCW guidance under mode of delivery in phase 3 [28], a more explicit thorough approach to the specification of proposed intervention delivery should be encouraged. We found the TIDieR checklist [33] to be a useful tool to help specify details of proposed intervention delivery including by who, how and where the intervention would be delivered,and recommend its use as an additional phase in the BCW approach.
The BCW includes seven broad policy categories that can be used to leverage behaviour change. In line with other published examples, we found the selection of policy level categories less well defined and practical than the other BCW steps [26, 30]. This recurring difficulty in identifying policy categories may reflect an issue with how policy is currently represented as part of the BCW approach. The identification of policy categories is currently described as step 6 of the BCW process, between the identification of intervention functions and the identification of BCTs. In practice, we found the identification of intervention functions to flow logically to the selection of BCTs, without the identification of policy categories. For implementation interventions, the policy level may be better represented as a broader over-arching aspect of the process, more in line with the consideration of the environmental level of implementation than a discreet step in intervention development to change healthcare professional behaviour.
Limitations
In the current study, three members of the core research team were involved in moving through the phases outlined in the BCW guidance and our multi-disciplinary steering committee approved the final intervention content. Previous published examples have organised expert workshops or multi-disciplinary consensus meetings structured around the BCW [26, 38]. The lack of healthcare professional and patient input into our BCW intervention development process is a limitation of the current study. The CHARMS intervention is currently being pilot tested in two cardiac rehabilitation centres and the views of healthcare professionals, and patients/partners, on the feasibility and acceptability of the CHARMS intervention will be collected via questionnaires and interviews and be used for the further refinement of the intervention [39]. The CHARMS educator will also feed into the intervention refinement process. Although a limitation, the current study demonstrates that the BCW can be used to support systematic intervention development even when resources to support larger expert consensus consultation are not available. The time and funding investment required to take a systematic approach to intervention development has been previously noted [26, 30, 31], and the current study provides an example of the use of the BCW approach on a slightly less resource-intensive scale.

We used the COM-B model to understand why sexual counselling is not currently being carried out, rather than the more detailed Theoretical Domains Framework [40] which has previously been used in the development of theory-informed implementation interventions using the BCW approach [31]. One previous study compared the use of both COM-B and the Theoretical Domains Framework and concluded that similar associations between identified barriers, intervention functions and BCTs were found using both methods [26]. We found that the COM-B provided a sufficient framework for developing our intervention but that at times referring to the more detailed constructs included in the Theoretical Domains Framework, which have been linked to the COM-B components, was useful in clarifying uncertainty when moving through the BCW process.
Implications for research and practice
The current study highlights the importance of preliminary research with key stakeholders in the design of implementation interventions. The BCW approach provides a framework for intervention development, but requires the use of subjective judgement at every phase. Data collected as part of the CHARMS baseline were vital to inform our decisions throughout the intervention development and provided a consistent reminder of the reality of the Irish cardiac rehabilitation healthcare context. Exploratory work with stakeholders may be particularly important for sensitive topics, such as sexuality, to identify potential emotional and social barriers to implementation.

Use of the COM-B model, and linking COM-B components to intervention functions and specific BCTs, allowed us to explicitly outline the proposed mechanisms of action of the CHARMS intervention. Investigating these hypothesised mechanisms of action, and whether included BCTs are effective, requires a rigorous evaluation of the intervention. A detailed evaluation, including an economic evaluation and assessment of intervention feasibility and fidelity, is planned for the CHARMS intervention. Provider and patient level outcomes and staff capability, opportunity and motivation for providing sexual counselling in cardiac rehabilitation pre- and post-intervention will be measured. Further detail on the planned intervention evaluation is provided in the protocol for the CHARMS implementation intervention pilot study [39].
Although the benefits of systematic intervention development are generally accepted [41], the question as to whether using the BCW and other systematic approaches increases the effectiveness of interventions has not yet been addressed. With the recent publication of a number of examples of interventions developed using the BCW approach [26, 30, 38], the time may now be ripe to explore the acceptability, feasibility and effectiveness of interventions developed using the BCW relative to other interventions.
The environmental level of implementation was not addressed in the current study. If, in a future randomised controlled trial, we demonstrate that the CHARMS intervention is effective, the widespread implementation of the CHARMS intervention would require further development at an environmental level. The Irish Association of Cardiac Rehabilitation (IACR) is a multi-disciplinary group supported by the Irish Heart Foundation, a national heart disease and stroke charity. The IACR aims to increase awareness and understanding of cardiac rehabilitation in Ireland, improve the standard of professional education, promote an evidence-based approach to client care and facilitate communication and support between cardiac rehabilitation multi-disciplinary professionals. If the CHARMS intervention is shown to be effective and feasible, the research team will work with the IACR to establish how best to incorporate the intervention at an environmental level into national cardiovascular rehabilitation policy and training frameworks.

Conclusions
The BCW approach provides a systematic, explicit and pragmatic framework for implementation intervention development. Additional guidance on the translation of BCTs into intervention content and a re-consideration of the representation of policy within the BCW may increase the usefulness of the approach. Additional examples of how the BCW can be applied across environmental, system, provider and patient levels would also be helpful to inform future development of complex implementation interventions.

Funding
This work was supported by the Health Research Board grant number HRA-2014-HSR-519. The funders did not have a role in the design, collection, analysis or interpretation of data.

Availability of data and materials
The use of APEASE criteria to identify potentially relevant intervention functions and BCTs and a completed TIDieR checklist are included as supplementary materials.

Authors’ contributions
MB conceived of the study and secured the research funding. JMS, MB, and PJM participated in the design and coordination of the study and helped to draft the manuscript. All authors read and approved the final manuscript.

Competing interests
The authors declare that they have no competing interests.

Consent for publication
Not applicable; the manuscript does not contain any individual person’s data.

Ethics approval and consent to participate
New ethical approval was not sought for this study as the data used had been collected in previous published studies. The CHARMS baseline quantitative survey of cardiac rehabilitation staff [23] and qualitative study of staff experiences of discussing sexual issues with patients [32] that we coded to COM-B model components for the current study had previously received ethical approval from the National University of Ireland, Galway Research Ethics Committee. Informed consent was given by all participants and the studies were performed in accordance with the Declaration of Helsinki.

Manuscript preparation funding
The manuscript preparation was supported by the Health Research Board grant number HRA-2014-HSR-519. The funders did not have a role in the design, collection, analysis or interpretation of data.


[image: Creative Commons]Open AccessThis article is distributed under the terms of the Creative Commons Attribution 4.0 International License (http://​creativecommons.​org/​licenses/​by/​4.​0/​), which permits unrestricted use, distribution, and reproduction in any medium, provided you give appropriate credit to the original author(s) and the source, provide a link to the Creative Commons license, and indicate if changes were made. The Creative Commons Public Domain Dedication waiver (http://​creativecommons.​org/​publicdomain/​zero/​1.​0/​) applies to the data made available in this article, unless otherwise stated.

References
1.
McGlynn EA, Asch SM, Adams J, Keesey J, Hicks J, DeCristofaro A, et al. The quality of health care delivered to adults in the United States. N Engl J Med. 2003;348(26):2635–45.CrossRefPubMed

2.
Asch SM, Kerr EA, Keesey J, Adams JL, Setodji CM, Malik S, et al. Who is at greatest risk for receiving poor-quality health care? N Engl J Med. 2006;354(11):1147–56.CrossRefPubMed

3.
Dyer K, Das Nair R. Why don't healthcare professionals talk about sex? A systematic review of recent qualitative studies conducted in the United Kingdom. J Sex Med. 2013;10(11):2658–70.CrossRefPubMed

4.
Grol R, Wensing M. What drives change? Barriers to and incentives for achieving evidence-based practice. Med J Aust. 2004;180(6 Suppl):S57.PubMed

5.
Gidron Y. Multilevel intervention. In: Gellman MD, Turner JR, editors. Encyclopedia of Behavioral Medicine. New York, NY: Springer New York; 2013. p. 1270.

6.
Grol R, Grimshaw J. From best evidence to best practice: effective implementation of change in patients' care. Lancet. 2003;362(9391):1225–30.CrossRefPubMed

7.
Michie S, Johnston M. Theories and techniques of behaviour change: developing a cumulative science of behaviour change. Health Psychology Review. 2012;6(1):1–6.CrossRef

8.
Michie S, van Stralen MM, West R. The behaviour change wheel: a new method for characterising and designing behaviour change interventions. Implement Sci. 2011;6(1):42.CrossRefPubMedPubMedCentral

9.
Michie S, Richardson M, Johnston M, Abraham C, Francis J, Hardeman W, et al. The behavior change technique taxonomy (v1) of 93 hierarchically clustered techniques: building an international consensus for the reporting of behavior change interventions. Ann Behav Med. 2013;46(1):81–95.CrossRefPubMed

10.
Schumann J, Zellweger MJ, Di Valentino M, Piazzalonga S, Hoffmann A. Sexual dysfunction before and after cardiac rehabilitation. Rehabilitation Research and Practice. 2010;2010:8.CrossRef

11.
Kütmeç C, Yurtsever S. Effects of sexual function of essential hypertensions in women. Eur J Cardiovasc Nurs. 2011;10(1):56–63.CrossRefPubMed

12.
Kriston L, Günzler C, Agyemang A, Bengel J, Berner MM. Effect of sexual function on health related quality of life mediated by depressive symptoms in cardiac rehabilitation. Findings of the SPARK project in 493 patients. J Sex Med. 2010;7(6):2044–55.CrossRefPubMed

13.
Günzler C, Kriston L, Harms A, Berner MM. Association of sexual functioning and quality of partnership in patients in cardiovascular rehabilitation—a gender perspective. J Sex Med. 2009;6(1):164–74.CrossRefPubMed

14.
Melnik T., Soares BG, Nasselo, AG. Psychosocial interventions for erectile dysfunction. The Cochrane Database of Systematic Reviews. 2007;3:CD004825.

15.
World Health Organisation. Brief sexuality-related communication: recommendations for a public health approach. Geneva: WHO; 2015.

16.
Montorsi F, Adaikan G, Becher E, Giuliano F, Khoury S, Lue TF, et al. Summary of the recommendations on sexual dysfunctions in men. J Sex Med. 2010;7(11):3572–88.CrossRefPubMed

17.
Steinke EE, Jaarsma T, Barnason SA, Byrne M, Doherty S, Dougherty CM, et al. Sexual counseling for individuals with cardiovascular disease and their partners: a consensus document from the American Heart Association and the ESC Council on Cardiovascular Nursing and Allied Professions (CCNAP). Circulation. 2013;128(18):2075–96.CrossRefPubMed

18.
Steinke EE, Jaarsma T, Barnason SA, Byrne M, Doherty S, Dougherty CM, et al. Sexual counselling for individuals with cardiovascular disease and their partners. Eur Heart J. 2013;34(41):3217–35.CrossRefPubMed

19.
Jaarsma T, Steinke EE, Gianotten WL. Sexual problems in cardiac patients: how to assess, when to refer. J Cardiovasc Nurs. 2010;25(2):159–64.CrossRefPubMed

20.
Byrne M, Doherty S, Murphy AW, McGee HM, Jaarsma T. Communicating about sexual concerns within cardiac health services: do service providers and service users agree? Patient Educ Couns. 2013;92(3):398–403.CrossRefPubMed

21.
Byrne M, Doherty S, Murphy AW, McGee HM, Jaarsma T. The CHARMS Study: cardiac patients' experiences of sexual problems following cardiac rehabilitation. Eur J Cardiovasc Nurs. 2013;12(6):558–66.CrossRefPubMed

22.
Byrne M, Doherty S, McGee HM, Murphy AW. General practitioner views about discussing sexual issues with patients with coronary heart disease: a national survey in Ireland. BMC Fam Pract. 2010;11(1):40.CrossRefPubMedPubMedCentral

23.
Doherty S, Byrne M, Murphy AW, McGee H. Cardiac rehabilitation staff views about discussing sexual issues with coronary heart disease patients: a national survey in Ireland. Eur J Cardiovasc Nurs. 2011;10(2):101–7.CrossRefPubMed

24.
Byrne M, Doherty S, Fridlund BG, Martensson J, Steinke EE, Jaarsma T, et al. Sexual counselling for sexual problems in patients with cardiovascular disease. The Cochrane Library. 2016.

25.
Craig P, Dieppe P, Macintyre S, Michie S, Nazareth I, Petticrew M. Developing and evaluating complex interventions: the new Medical Research Council guidance. BMJ. 2008;337:587.CrossRef

26.
Sinnott C, Mercer SW, Payne RA, Duerden M, Bradley CP, Byrne M. Improving medication management in multimorbidity: development of the MultimorbiditY COllaborative Medication Review And DEcision Making (MY COMRADE) intervention using the Behaviour Change Wheel. Implement Sci. 2015;10(1):132.CrossRefPubMedPubMedCentral

27.
Cheater F, Baker R, Gillies C, Hearnshaw H, Flottorp S, Robertson N, et al. Tailored interventions to overcome identified barriers to change: effects on professional practice and health care outcomes. Cochrane Database Syst Rev. 2005;3:CD005470.

28.
Michie S, Atkins L, West R. The behaviour change wheel: a guide to designing interventions. UK: Silverback Publishing; 2014.

29.
Abraham C, Michie S. A taxonomy of behavior change techniques used in interventions. Health Psychol. 2008;27(3):379.CrossRefPubMed

30.
Connell LA, McMahon NE, Redfern J, Watkins CL, Eng JJ. Development of a behaviour change intervention to increase upper limb exercise in stroke rehabilitation. Implement Sci. 2015;10:34.CrossRefPubMedPubMedCentral

31.
French SD, Green SE, O’Connor DA, McKenzie JE, Francis JJ, Michie S, et al. Developing theory-informed behaviour change interventions to implement evidence into practice: a systematic approach using the Theoretical Domains Framework. Implement Sci. 2012;7(1):38.CrossRefPubMedPubMedCentral

32.
D’Eath M, Byrne M, Doherty S, McGee H, Murphy AW. The cardiac health and assessment of relationship management and sexuality study: a qualitative inquiry of patient, general practitioner, and cardiac rehabilitation staff views on sexual assessment and counseling for cardiac patients. J Cardiovasc Nurs. 2013;28(2):E1–E13.CrossRefPubMed

33.
Hoffmann TC, Glasziou PP, Boutron I, Milne R, Perera R, Moher D, et al. Better reporting of interventions: template for intervention description and replication (TIDieR) checklist and guide. BMJ. 2014;348:g1687.CrossRefPubMed

34.
Grimshaw JM, Eccles MP, Lavis JN, Hill SJ, Squires JE. Knowledge translation of research findings. Implement Sci. 2012;7(1):50.CrossRefPubMedPubMedCentral

35.
Bartholomew LK, Parcel GS, Kok G, Gottlieb NH. Planning health promotion programs: an intervention mapping approach. 2011. San Francisco: Jossey-Bass.

36.
Davies P, Walker AE, Grimshaw JM. A systematic review of the use of theory in the design of guideline dissemination and implementation strategies and interpretation of the results of rigorous evaluations. Implement Sci. 2010;5(14):5908–5.

37.
Noar SM, Zimmerman RS. Health behavior theory and cumulative knowledge regarding health behaviors: are we moving in the right direction? Health Educ Res. 2005;20(3):275–90.CrossRefPubMed

38.
Webster R, Michie S, Estcourt C, Gerressu M, Bailey J, Group MT. Increasing condom use in heterosexual men: development of a theory-based interactive digital intervention. Translational Behavioral Medicine. 2015;6:1–10.

39.
Murphy PJ, Mc Sharry J, Casey D, Doherty S, Gillespie P, Murphy AW, et al. The CHARMS pilot study protocol: assessing the feasibility and acceptability of a sexual counselling intervention in hospital-based cardiac rehabilitation in Ireland. BMJ Open. 2016;6(6):e011219.CrossRefPubMedPubMedCentral

40.
Cane J, O’Connor D, Michie S. Validation of the theoretical domains framework for use in behaviour change and implementation research. Implement Sci. 2012;7(1):37.CrossRefPubMedPubMedCentral

41.
Dombrowski SU, Sniehotta FF, Avenell A, Coyne JC. Current issues and future directions in psychology and health: towards a cumulative science of behaviour change: do current conduct and reporting of behavioural interventions fall short of best practice? Psychol Health. 2007;8:869–74.




OEBPS/sidebar.gif





OEBPS/cc-by.png
() _®





OEBPS/contact.gif





