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ABSTRACT:

Background
Cataract surgery numbers are predicted to increase 50% by 2035. New efficiencies have therefore been sought to increase cataract surgical productivity. Recently, a modified approach to the standard cataract surgery pathway, known as immediately sequential bilateral cataract surgery (ISBCS) has been attracting interest. This approach consists of operating on both eyes at the same sitting.

The purported benefits of ISBCS have been argued in the literature, these include both direct patient and wider economic benefits. However, the surgical uptake of ISBCS remains low and the procedure is controversial among UK Ophthalmologists. As many of the controversies of ISBCS are underpinned by ethical dilemmas, the aim of this work was to explore the ethical perspectives of ISBCS from a variety of stakeholder viewpoints.

Method
A semi-structured independent stakeholder meeting was convened at the Royal College of Ophthalmologists London headquarters in June 2018. In total, 29 stakeholders attended the meeting, invited through purposive sampling. The professional characteristics of stakeholders included but were not limited to: Ophthalmologists (9), patients (5), religious leaders (4), ophthalmic nurses (3), ethicists (2), lawyers (2) and commissioners (1). Thematic qualitative analysis using methodology proposed by Braun & Clarke (2006) was conducted on the resultant transcript of the discussion.


Results
Thematic analysis identified 3 overarching themes, which were subdivided into 8 subthemes. Themes identified include: (1) Beneficence and Non-maleficence (Patient Benefits, Patient Risks, The Uncertainties of Risk, Patient Interpretation of the Risk-benefit Analysis); (2) Autonomy (Patient and Surgeon Choice, Informed Consent, The Barriers to Effective Communication); (3) Distributive Justice (The Allocation of Resources: The Individual vs the Collective).

Conclusion 
This analysis provides a reference point for the issues and ethical factors surrounding ISBCS. The stakeholders concluded that the procedure was an ethical undertaking provided patient autonomy was appropriately considered. This requires an individual interpretation of the risk-benefit balance, which must include an understanding of the low but unquantifiable risk of severe complications. Cost savings to healthcare that may consequently occur following the implementation of ISBCS may be considered a secondary benefit, whereas the primary benefit is centred on patient convenience factors.


INTRODUCTION 
In view of increasing demand, new surgical efficiencies have been sought to increase cataract productivity whilst maintaining excellent outcomes. The traditional approach for patients with bilateral symptomatic cataract is known as delayed sequential bilateral cataract surgery (DSBCS). This protocol consists of operating on one eye first, then returning to complete the second eye at a (predetermined) later date. More recently, an alternative approach to cataract surgery delivery known as immediately sequential bilateral cataract surgery (ISBCS) has been attracting attention. This procedure consists of operating on both symptomatic eyes, at the same sitting. Proponents of ISBCS suggest the approach has numerous benefits. However, critics have raised concerns regarding ISBCS. The rate that ISBCS is undertaken is variable worldwide. 

The Ethical Aspects of Immediately Sequential Bilateral Cataract Surgery (ISBCS)

Medical ethics exists as an ever-evolving blend of variable ethical standards, with no underlying unified authority. Some critics believe that for an elective procedure, ISBCS should not be undertaken as the potential benefits do not outweigh the potential harms of the protocol. The concept of not inflicting harm (non-maleficence) and promoting good (beneficence) is an integral basis for many theoretical approaches in medical ethics. In 1979, American bioethicists Tom Beauchamp and James Childress drew on an existing combination of ethical theories to synthesise ‘principlism’, a proposed common moral framework for ethical decision making in medicine. The approach is based on four prima facie moral commitments: Respect for autonomy, beneficence, non-maleficence and justice. 

Conflict within medical ethics occurs when any two ethical principles are at odds. This is often not the exception, but the norm within clinical practice. The principles are considered non-hierarchical, where no single principle tops another. Broadly, two arms of thought can be applied to ethical decision making: Deontological and utilitarian. Deontological ethics refers to the adherence to obligations, where the morality of an action is dependent on the intrinsic nature of that action. In contrast, the utilitarian approach makes a decision in view of its overall consequences, with the aim being the greatest benefit for society as a whole. 

Aim
Despite increasing numbers of ISBCS carried out year on year, ISBCS remains a controversial topic within Ophthalmology. An independent stakeholder meeting was conducted to explore the key ethical aspects of ISBCS from a range of expertise. This paper does not attempt to describe in detail the arguments for and against ISBCS, as this process has been discussed elsewhere in the literature. Instead, we aim to develop an understanding of how stakeholders balance their personal ethical considerations of ISBCS, to provide holistic conclusions based on the current available evidence. Additionally, it is our hope that the representation of a variety of expert and patient ethical perspectives will guide the identification of future areas of research for ISBCS. 

METHOD
Approach
The use of stakeholder meetings to evaluate perspectives on healthcare policy is a commonly undertaken practise within healthcare organisations. For this independent meeting, we have defined stakeholders as: Persons who may be directly or indirectly affected by a change in cataract surgery protocol. The stakeholders selected participated as a collective group of non-author contributors, to assist in the identification of their ethical perspectives of ISBCS. 

To gain an understanding of the viewpoints raised during the meeting, qualitative thematic analysis was used to identify prominent ethical themes that arose. This paper will focus on the essentialist/realist approach, as examining individual’s experiences will provide the narrative for their respective ethical positions. We employ the methodology introduced by Braune and Clark, which outlines a clear protocol consisting of a series of phases researchers must complete for analysis. No rigorously tested framework exists for the design of stakeholder meetings for use in such events. This report therefore adheres to the Consolidated criteria for Reporting Qualitative research (COREQ) guidelines.

Stakeholders 
Stakeholders were invited via email through purposive sampling. Stakeholders contacted were colleagues, acquaintances or personal contacts of the principle organisers of the event. Where individual stakeholder’s views of ISBCS were known a priori, attempts were made to select a mixture of participants both for and against the procedure. Once stakeholders had confirmed attendance, they were provided with the meeting agenda and a list of ethical questions to be discussed. A total of 29 stakeholders participated. 


Table 9 Professional Characteristics of Stakeholders Present
	Professional Capacity
	Number of Attendees

	Health Care Professionals
	

	Ophthalmologist
	6

	Ophthalmologist and Ethicist
	1

	Ophthalmologist of Muslim faith
	1

	Ophthalmologist and Public Health Ophthalmologist
	1

	Ophthalmic Nurse and Patient 
	3

	Optometrist 
	1

	
	

	Other Professionals
	

	Bioethicist
	1

	Bioethicist and political philosopher
	1

	Commissioner
	1

	Lawyer
	2

	Health Economist
	1

	
Religious Persons
	

	Catholic Priest
	1

	Academic of Jewish Faith
	1

	Muslim Chaplain and Scholar
	1

	Rabbi
	1

	Lay Attendees
	

	Lay trustee of the RCOphth
	1

	Lay member of the RCOphth
	1

	Medical Student
	1

	Patient
	2

	Patient Advocate
	1

	Total
	29





Data Analysis
The data were transcribed intelligent verbatim and imported into qualitative software organiser EnVivo12TM. The analysis was conducted using a ‘bottom up’ or inductive approach, using an open coding technique in which the themes developed were data driven. 

RESULTS
The ethical themes that emerged from the stakeholder meeting are described in table 2. The 3 primary themes echoed previously described principles of bioethics described by Beauchamp and Childress, these include: (1) Beneficence and non-maleficence; (2) Autonomy; and (3) Distributive Justice. The primary themes were formed of a total of 8 subthemes. The themes and their sub-themes are discussed below, substantiated by accompanying quotations from the meeting.

Table 10 Themes and subthemes identified at the stakeholder meeting
	Theme
	Subtheme

	1. Beneficence and Non-Maleficence
	1.1 Patient Benefits

	
	1.2 Patient Risks

	
	1.3 The Uncertainty of Risk

	
	1.4 Patient Interpretation of the Risk-benefit Analysis

	2. Autonomy
	2.1 Patient and Surgeon choice

	
	2.2 Informed Consent

	
	2.3 The Barriers to Effective Communication

	3. Distributive Justice
	3.1 The Allocation of Resources: The Individual vs the Collective





DISCUSSION
This meeting aimed to discuss the ethical challenges of the currently controversial procedure of ISBCS, as perceived by a group of 29 stakeholders. This meeting is unique, as there is currently no research that fully evaluates the ethical considerations of ISBCS, beyond a risk-benefit analysis. The thematic analysis drawn from these data produced primary themes that echoed the previously described “principles of bioethics” proposed by Beauchamp and Childress. These principles are claimed to be naturally intrinsic to medical ethics, permeating across differing personal philosophies, politics, religion and moral theories. Additionally, the ubiquitous application of these principles may explain the underlying utilisation of aspects of these principles by stakeholders. Maclin R argues that even if not stated explicitly, these principles are invoked in ethical justifications within the medical field. We have therefore reported the “four principle” approach for a case specific analysis of ISBCS.

The first ethical principle discussed was the consideration of beneficence and non-malificence. Although initially described as separate principles, they are often combined within ethical literature for the purpose of a risk-benefit analysis. The benefits and risks of ISBCS discussed by stakeholders, were similar to those described in literature. Stakeholders felt the direct benefits of ISBCS were centred on patient convenience factors, but the ethically important risk was for the potential for bilateral vision loss. Stakeholders stated that the risk of bilateral endophthalmitis was very low, and could not be accurately quantified based on existing data. The highly emotive nature of binocular blindness, combined with the inevitability of an occurrence based on high cataract incidence, may explain why stakeholders attributed weight to this complication.

Within medical practice, the principle of patient autonomy is often distilled within the obligation to obtain informed consent. The stakeholders identified that promoting patient autonomy to enable patient-centred decision making for ISBCS was a paramount undertaking. Shivasi A argues the most effective way to promote patient autonomy is to reduce the epistemic disparity between the patient and clinician. Therefore, the process of informed consent derives its moral value from reducing the inequalities of power associated with the doctor-patient dynamic. Stakeholders stated that to achieve informed consent, clinicians must communicate effectively to ensure service users can understand complex information associated with any given procedure.

The ethical importance of distributive justice was an area of debate at the meeting. The discussion illustrated the conflict between utilitarian and deontological approaches to the distribution of healthcare resources. Some ophthalmologist felt the financial cost-saving to society the ISBCS protocol provided was an important consideration, given the finite health resources available. This consideration is in contrast to literature that describes medical practitioners as primarily morally deontological in nature. In contrast, many patient and religious stakeholders focused on the deontological approach, this reflects literature that argues many aspects of religious ethics are primarily deontological in nature. Applying moral theory to resource allocation requires the reconciliation of the contrasting deontological and utilitarian perspectives. Within medicine, this can be achieved by maintaining a deontological approach at the level of the patient-clinician interaction, and considering the utilitarian perspectives at a “higher level”, such as NICE committee evaluation. Ethically, we can conclude that financial savings from ISBCS are to be currently considered a secondary benefit of the protocol.

CONCLUSION
[bookmark: _gjdgxs]This analysis provides a reference point for the ethical factors governing the controversial topic of ISBCS. The stakeholders concluded offering ISBCS to be an ethical undertaking when patient autonomy was appropriately considered. This requires a patient's individual interpretation of the risk-benefit analysis, which must include an understanding of the low but unquantifiable risk of severe complications. Based on current evidence, cost savings to healthcare that may occur following ISBCS may be considered a secondary benefit, whereas the primary benefit is centred on patient convenience factors. 

